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Agricultural  Marketing  Service 

RULES 

Onions  (sweet)  grown  in  Washington  and  Oregon,  44150- 
44152 

PROPOSED  RULES 

Oranges,  grapefruit,  tangerines,  and  tangelos  grown  in 
Florida,  44187-44192 

Peanuts,  domestically  produced,  44192-44195 
NOTICES 

Northeast  Interstate  Dairy  Compact: 

Implementation,  44290—44291 

Agriculture  Department 

See  Agricultural  Marketing  Service 

See  Federal  Crop  Insurance  Corporation 

See  Forest  Service 

See  Rural  Utilities  Service 

NOTICES 

Agency  information  collection  activities: 

Submission  for  OMB  review;  comment  request,  44290 

Antitrust  Division 

NOTICES 

National  cooperative  research  notifications: 

Advanced  Lead-Acid  Battery  Consortium.  44347 
Biotechnology  Research  &  Development  Corp.,  44347 

Architectural  and  Transportation  Barriers  Compliance 
Board 

NOTICES 

Meetings: 

Access  Board,  44291-44292 

Arts  and  Humanities,  National  Foundation 

See  National  Foimdation  on  the  Arts  and  the  Humanities 

Centers  for  Disease  Control  and  Preventton 

NOTICES 

Meetings: 

National  Vaccine  Advisory  Committee,  44313—44314 

Coast  Guard 

RULES 

Boating  safety: 

Inflatable  personal  flotation  devices  for  recreational 
boaters;  approval  procedures 
Reporting  and  recordkeeping  requirements,  44176 
Regattas  and  marine  parades; 

Blessing  of  the  Fleet  and  Fireworks  Display,  Louisiana 
Shrimp  and  Petroleum  Festival,  44160 
Hampton  Bay  Days  Festival,  44160 
Mississippi  Blacl^awks  Water  Ski  Show,  44161 
NOTICES 
Meetings: 

Houston/Galveston  Navigation  Safety  Advisory 
Committee,  44383 

Commerce  Department 

See  International  Trade  Administration 

See  National  Institute  of  Standards  and  Technology 

See  National  Oceanic  and  Atmospheric  Administration 


Committee  for  the  Implementation  of  Textile  Agreements 

NOTICES 

Cotton,  wool,  and  man-made  textiles: 

Bangladesh,  44380-44381 
Guatemala,  44381 
Pakistan,  44381-44382 

Commodity  Futures  Trading  Commission 

NOTICES 

Meetings;  Sunshine  Act,  44305—44306 

Education  Department 

NOTICES 

Meetings: 

Student  Financial  Assistance  Advisory  Committee,  44306 

Energy  Department 

See  Federal  Energy  Regulatory  Commission 

Environmental  Protection  Agency 

RULES 

Air  quality  implementation  plans;  approval  and 
promulgation;  various  States: 

California,  44161-44163 
PROPOSED  RULES 

Air  quality  implementation  plans;  approval  and 
promulgation;  various  States: 

Colorado,  44264-44269 

Pesticides;  tolerances  in  food,  animal  feeds,  and  raw 
agricultural  commodities: 

Acephate,  etc.,  44269 
Superfund  program: 

National  oil  and  hazardous  substances  contingency 
plan — 

National  priorities  Ust  update,  44269-44278 
Toxic  chemical  release  reporting;  community  right-to- 
know — 

Metal  mining,  coal  mining,  etc.;  industry  group  Ust 
additions.  44278-44279 

NOTICES 

Meetings: 

Acute  Exposure  Guideline  Levels  for  Hazardous 

Substances  National  Advisory  Conunittee,  44307- 
44308 

Benchmark  dose  peer  consultation  workshop,  44308 
Organization,  functions,  and  authority  delegations: 
Headquarters  Library  and  INFOTERRA;  revised  hours  for 
pubUc  access,  44308 

Unified  library  of  OPPTS  test  guideUnes;  availabiUty: 
Product  properties  and  residue  chemistry,  44308-44311 

Executive  Office  of  the  President 

See  Trade  Representative,  Office  of  United  States 

Federal  Aviation  Administration 

RULES 

Airworthiness  directives: 

American  Champion  Aircraft  Corp.,  44157-44160 
Learjet,  44156-44157 
Procedural  rules: 

Civil  penalty  enforcement  actions  resulting  from  certain 
security  violations;  Federal  regulatory  reform,  44152- 
44156 


IV 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Contents 


PROPOSED  RULES 
Airworthiness  directives: 

Boeing,  44230-44249 
NOTICES 

Exemption  petitions;  summary  and  disposition,  44383- 
44384 
Meetings: 

RTCA,  Inc.,  44384-44385 

Federal  Communications  Commission 

RULES 

Common  carrier  services: 

27.5-29.5  GHz  frequency  band,  redesignation;  29.5-30.0 
GHz  frequency  band  reallocation;  local  multipoint 
distribution  service  and  fixed  satellite  services; 
rules  and  policies.  44177—44183 
Practice  and  procedure: 

Application  fee  schedule 
Correction,  44176 

Radio  stations;  table  of  assigiunents: 

Arlmnsas,  44184 
Iowa,  44183-44184 
Kansas,  44184 
PROPOSED  RULES 

Radio  stations;  table  of  assignments: 

Louisiana,  44288 
Nevada  et  al..  44287-44288 
Ohio,  44288-44289 
NOTICES 
Meetings: 

Pubhc  Safety  Wireless  Advisory  Committee,  44311 

Federal  Crop  Insurance  Corporation 

RULES 

Crop  insurance  regulations: 

Arizona-Cahfomia  citrus,  44145—44149 

Federal  Emergency  Management  Agency 

RULES 

Flood  elevation  determinations: 

Alabama  et  al.,  44165—44167 
Connecticut  et  al.,  44167—44176 
Flood  insurance;  communities  eligible  for  sale: 

Michigan  et  al.,  44163-44165 
PROPOSED  RULES 

Flood  elevation  determinations: 

Florida  et  al.,  44279-44287 

Federal  Energy  Regulatory  Commission 

NOTICES 

Hydroelectric  applications,  44307 
Applications,  hearings,  determinations,  etc.: 

Atmos  Energy  Services,  Inc.,  44306—44307 

Federal  Highway  Administration 

NOTICES 

Agency  information  collection  activities: 

Proposed  collection;  comment  request,  44385 
Grants  and  cooperative  agreements;  availability,  etc.: 
Motor  carrier  regulatory  relief  and  safety  demonstration 
project,  44385-44391 

Federal  Reserve  System 

NOTICES 

Banks  and  bank  holding  companies: 

Change  in  bank  control,  44311-44312 
Formations,  acquisitions,  and  mergers,  44312—44313 
Permissible  nonbanking  activities,  44313 
Meetings;  Sunshine  Act,  44313 


Fish  and  Wildlife  Service 

NOTICES 

Endangered  and  threatened  species  permit  applications, 
44324 

Endangered  Species  Convention: 

Appendices  and  amendments,  44324—44332 
Meetings: 

Endangered  Species  of  Wild  Fauna  and  Flora 
International  Trade  Convention,  44332-44342 

Food  and  Drug  Administration 

RULES 

Medical  devices: 

Cigarettes  and  smokeless  tobacco  products;  restriction  of 
sale  and  distribution  to  protect  children  and 
adolescent^,  44396—45318 

Foreign  Ciaims  Settiement  Commission 

NOTICES 

Meetings;  Srmshine  Act,  44347,  44348 

Forest  Service 

NOTICES 

Meetings: 

Southwest  Washington  Provincial  Advisory  Committee, 
44291 

Generai  Accounting  Office 

PROPOSED  RULES 

American  with  Disabilities  Act;  implementation: 

Persoimel  relations  and  services,  44187 
Prohibited  personnel  practices,  44187 

Health  and  Human  Services  Department 

See  Centers  for  Disease  Control  and  Prevention 
See  Food  and  Drug  Administration 
See  Health  Resources  and  Services  Administration 
See  National  Institutes  of  Health 
See  Substance  Abuse  and  Mental  Health  Services 
Administration 

Health  Resources  and  Services  Administration 

NOTICES 

Committees;  establishment,  renewal,  termination,  etc.: 
Advisory  Comnllttee  to  Administrator,  44314 

Housing  and  Urban  Development  Department 

NOTICES 

Grant  and  cooperative  agreement  awards: 

Low  income  housing — 

Drug  elimination  program,  44315-44323 
Grants  and  cooperative  agreements;  availability,  etc.: 
Supportive  housing  programs — 

Elderly,  44323  - 

Immigration  and  Naturalization  Service 

PROPOSED  RULES 
Immigration: 

Educational  requirements  for  naturalization — 

Exceptions  due  to  physical  or  developmental  disability 
or  mental  impairment,  44227-44230 

interior  Department 

See  Fish  and  Wildlife  Service 
See  Land  Management  Bureau 
See  Minerals  Management  Service 
See  National  Park  Service 
See  Reclamation  Bureau 

See  Surface  Mining  Reclamation  and  Enforcement  Office 
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NOTICES 

Meetings: 

Western  Water  Policy  Review  Advisory  Commission, 
44323-44324 

Internal  Revenue  Service 

NOTICES 

Agency  information  collection  activities: 

Proposed  collection;  comment  request,  44392-44393 

International  Trade  Administration 

NOTICES 

Antidumping: 

Beryllium  metal  and  high  beryllium  alloys  from — 
Kazakhstan,  44293—44296 
Covmtervailing  duties: 

Refrigeration  compressors  from — 

Singapore,  44296-44297 

Roses,  miniature  carnations,  and  other  cut  flowers  from — 
Colombia,  44297 

Export  trade  certificates  of  review,  44297-44298 

International  Trade  Commission 

NOTICES 

Import  investigations: 

Agricultural  tractors  under  50  power  take-off  horsepower, 
44344 

Open-end  spun  rayon  singles  yam  fiem — 

Austria,  44344—44345 

Judicial  Conference  of  the  United  States 

NOTICES 

Meetings: 

Judicial  Conference  Advisory  Committee  on — 

Bankmptcy  Procedure  Rules,  44346 
Civil  Proc^ure  Rules,  44346 
Criminal  Procedure  Rules,  44346 
Practice  and  Procedure  Rules,  44345-44346 

Justice  Department  ^ 

See  Antitmst  Division 

See  Foreign  Claims  Settlement  Commission 

See  Immigration  and  Naturalization  Service 

NOTICES 

Pollution  control;  consent  judgments: 

Musselman,  Scott  A.,  44346 

Land  Management  Bureau 

NOTICES 

Sodilun  leases,  exploration  licenses,  etc.: 

Wyoming,  44342-44343 

Minerals  Management  Service 

NOTICES 

Environmental  statements;  availability,  etc.: 

Outer  Continental  Shelf  oil  and  gas  leasing  5-year 
program,  44343 

National  Foundation  on  the  Arts  and  the  Humanities 

NOTICES 

Agency  information  collection  activities: 

Proposed  collection;  comment  request,  44292 
Meetings;  Simshine  Act,  44292—44293 

National  Highway  Traffic  Safety  Administration 

NOTICES 

Agency  information  collection  activities: 

Proposed  collection;  comment  request,  44391-44392 


National  Institute  of  Standards  and  Technology 

NOTICES 

Meetings: 

International  Organization  of  Legal  Metrology,  U.S. 
Technical  Participation  in  10th  Quadrennial 
Conference,  44296-44299 
Voluntary  product  standards: 

Glass  Packaging  Institute — 

Glass  bottles  for  carbonated  soft  drinks;  withdrawn, 
44299 

National  Institutes  of  Health 

NOTICES 

Meetings: 

Human  Genome  Research  National  Advisory  Coimcil, 
44314 

National  Cancer  Institute,  44314—44315 

National  Oceanic  and  Atmospheric  Administration 

RULES 

Fishery  conservation  and  management: 

Caribbean,  Gulf  of  Mexico  and  South  Atlantic  fisheries, 
44184-44185 

Pacific  Coast  groimdfish,  44185-44186 
PROPOSED  RULES 

Fishery  conservation  and  management: 

Atlantic  scup,  44289 
NOTICES 

Coastal  zone  management  programs  and  estuarine 
sanctuaries: 

State  programs — 

Evaluation  findings  availability,  44299—44300 
Grants  and  cooperative  agreements;  availability,  etc.: 
Northeast  multispecies;  fishing  capacity  reduction 
program,  44300-44305 

National  Park  Service 

NOTICES 

Committees;  estabfishment,  renewal,  termination,  etc.: 
Cape  Cod  National  Seashore  Advisory  Commission, 
44343-44344 

Nuclear  Regulatory  Commission 

NOTICES 

Meetings: 

Reactor  Safeguards  Advisory  Committee,  44351—44353 
Operating  licenses,  amendments;  no  significant  hazards 
considerations;  biweekly  notices,  44353-44368 
Applications,  hearings,  determinations,  etc.: 

Consumers  Power  Co.,  44348—44350 

Washington  Public  Power  Supply  System,  44350—44351 

Office  of  United  States  Trade  Representative 

See  Trade  Representative,  Office  of  United  States 

Public  Health  Service 

See  Centers  for  Disease  Control  and  Prevention 
See  Food  and  Drug  Administration 
See  Health  Resources  and  Services  Administration 
See  National  Institutes  of  Health 
See  Substance  Abuse  and  Mental  Health  Services 
Administration 

Reciamation  Bureau 

NOTICES 

Meetings: 

Bay-Delta  Advisory  Cbimcil,  44344 
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Rural  Utilities  Service 

PROPOSED  RULES 

Telecommunications  standards  and  specifications: 
Materials,  equipment,  and  construction — 
Telecommunications  plant  acceptance  tests  and 
measiuements,  44195-44227 

Securities  and  Exchange  Commission 

PROPOSED  RULES 
Securities: 

Lost  securityholders:  transfer  agent  requirements,  44249- 
44258 
NOTICES 

Self-regulatory  organizations;  proposed  rule  changes: 
Chicago  Stock  Exchange,  Inc.,  44370—44376 
Pacific  Stock  Exchange,  Inc.,  44376—44379 
Philadelphia  Stock  Exchange,  Inc.,  44379—44380 
Applications,  hearings,  determinations,  etc.: 

Alliance  Growth  Fund,  Inc.,  44368—44369 
Focus  Investment  Trust  (Series  1),  44369 
Seligman  Henderson  Emerging  Companies  Interval  Fund, 
Inc.,  44369-44370 

Substance  Abuse  and  Mental  Health  Services 
Administration 

NOTICES 

Meetings: 

Substance  Abuse  Treatment  Center  National  Advisory 
Council,  44315 

Surface  Mining  Reclamation  and  Enforcement  Office 

PROPOSED  RULES 

Permanent  program  and  abandoned  mine  land  reclamation 
plem  submissions: 

Maryland,  44258-44260 
Texas,  44260-44264 

Textile  Agreements  Implementation  Committee' 

See  Committee  for  the  Implementation  of  Textile 
Agreements 


Trade  Representative,  Office  of  United  States 

NOTICES 

Meetings: 

Investment  and  Services  Policy  Advisory  Committee, 
44382 

Trade  Policy  and  Negotiations  Advisory  Committee, 
44382 

Transportation  Department 

See  Coast  Guard 

See  Federal  Ayiation  Administration 

See  Federal  Highway  Administration 

See  National  Highway  Traffic  Safety  Administration 

NOTICES 

Agency  information  collection  activities: 

Submission  for  OMB  review;  comment  request,  44383 

Treasury  Department 

See  Internal  Revenue  Service 


Separate  Parts  In  This  Issue 
Part  II 

Health  and  Human  Services  Department,  Food  and  Drug 
Administration,  44396—45318 


Reader  Aids 

Additional  information,  including  a  list  of  public  laws, 
telephone  numbers,  reminders,  and  finding  aids,  appears  in 
the  Reader  Aids  section  at  the  end  of  this  issue. 
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documents  on  public  inspection  is  aveiilable  on  202-275- 
1638  or  275-0920. 
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REMINDERS 

The  items  in  this  list  were 
editorially  compiled  as  an  aid 
to  Federal  Register  users. 
lrx:lusion  or  exclusion  from 
this  list  has  no  legal 
significance. 


RULES  GOING  INTO 
EFFECT  TODAY 


AGRICULTURE 
DEPARTMENT 
Federal  Crop  Insurance 
Corporation 

Crop  insurarx^  regulations: 
Arizona-CalHomia  citrus; 
published  8-28-96 
AGRICULTURE 
DEPARTMENT 
Food  Safety  and  Inspection 
Service 

Meat  arxj  poultry  inspection: 
Poultry  carcasses,  raw  and 
chilled;  trisodium 
phosphate  use;  pitolished 

7-29-96 

ENVIRONMENTAL 
PROTECTION  AGENCY 

Air  quality  implementation 
plans;  approval  and 
promulgation;  various 
States: 

Michigan;  published  7-29-96 
Air  quality  planning  purposes; 
designation  of  areas: 
Arizona;  published  7-29-96 
Clean  Air  Act 
State  operating  permits 
programs- 

Tennessee;  pitolished  7- 
29-96 

FEDERAL  RESERVE 
SYSTEM 

International  banking 
operations  (Regulation  K): 
Foreign  banks,  shell 
branches  managed  or 
controlled  by  such  banks’ 
U.S.  offices;  published  7- 
26-96 

NUCLEAR  REGULATORY 
COMMISSION 

Production  and  utilization 
facilities;  domestic  licensing: 
Nuclear  power  plants- 
Nuclear  power  reactors; 
decommissioning 
procedures;  published 

7-29-96 

TRANSPORTATION 
DEPARTMENT 
Coast  Guard 
TRANSPORTATION 
DEPARTMENT 
Federal  Aviation 
Administration 
Airworthiness  directives: 


Boeing;  published  8-13-96 
General  Electric;  published 

8-13-96 

Jetstream;  published  8-13- 
96 

Airworthiness  standards: 
Special  cortoitions- 
Embraer  (Brazil)  Airaaft 
Corp.;  model  EMB-145 
airplar)e;  published  7- 
29-96 


COMMENTS  DUE  NEXT 
WEEK 


AGRICULTURE 
DEPARTMENT 
Agricultural  Marketing 
Service 

Kiwifruit  grown  in  California; 
comments  due  by  9-4-96; 
published  8-5-96 
Marketing  orders;  expenses 
arxl  assessment  rates; 
comments  due  by  9-6-96; 
published  8-7-96 
Olives  grown  in  California  and 
imported;  comments  due  by 

9-^96;  published  8-5-96 
AGRICULTURE 
DEPARTMENT 
Animal  and  Plant  Health 
inspection  Service 
Animal  welfare: 

Humane  treatment  of  dogs 
and  cats- 

Tethering  and  temperature 
requirements;  comments 
due  by  9-3-96; 
published  7-2-96 
Wire  flooring;  comments 
due  by  9-3-96; 
published  7-2-96 
Plant-related  quarantine, 
domestic: 

Kamal  bunt  disease- 
Arizona  et  al.;  comments 
due  by  9-3-96; 
published  7-15-96 
Public  forum;  comments 
due  by  9-3-96; 
published  7-15-96 
Seed  planting  and 
regulated  articles 
movenrent;  comments 
due  by  9-3-96; 
published  8-2-96 
Seed  planting  and 
regulated  articles 
movement;  comments' 
due  by  9-3-96; 
published  8-19-96 
Plant-related  quarantine, 
foreign: 

Camellia,  gardenia, 
rhododendron,  rose,  and 
lilac;  imported  cut  flowers; 
comments  due  by  9-3-96; 
published  8-2-96 
Fruits  and  vegetables; 
importation;  comments 


due  by  9-3-96;  published 

8-16-96 

AGRICULTURE 

QEPARTMENT 

Food  and  Consumer  Service 

Child  nutrition  programs: 
National  school  lunch, 
school  breakfast,  child 
arxj  adult  care  food,  arto 
summer  food  service 
programs-  < 

Meat  alternates; 
comments  due  by  9-3- 
96;  published  8-15-96 
AGRICULTURE 
DEPARTMENT 
Rural  Utilities  Service 
Electric  loans: 

Electric  borrowers;  merger 
aixi  consolidation  policies; 
comments  due  by  9-6-96; 
published  8-7-96 
COMMERCE  DEPARTMENT 
Patents: 

Acquisition  and  protection  of 
foreign  rights  in 
inventions,  licensing  of 
foreign  patents  acquired 
by  Government,  etc. 
Federal  regulatory  reform; 
comments  due  by  9-6- 
96;  published  8-7-96 
COMMERCE  DEPARTMENT 
National  Oceanic  and 
Atmospheric  Administration 
Fishery  conservation  and 
management: 

Bering  Sea  and  Aleutian 
Islands  grourxlfish; 
comnfients  due  by  9-5-96; 
published  8-27-96 
Summer  flounder  and  scup; 
comrrrents  due  by  9-3-96; 
published  8-6-96 
COMMERCE  DEPARTMENT 
Patent  and  Trademark  Office 
Patents: 

Acquisition  and  protection  of 
foreign  rights  in 
inventions,  licensing  of 
foreign  patents  acquired 
by  Government,  etc. 
Federal  regulatory  reform; 
comments  due  by  9-6- 
96;  published  8-7-96 
ENERGY  DEPARTMENT 
Conflict  of  interests;  comments 
due  by  9-3-96;  published  7- 
5-96 

ENVIRONMENTAL 
PROTECTION  AGENCY 

Air  quality  implementation 
pl^;  approval  and 
promulgation;  various 
States: 

Michigan;  comments  due  by 

9-4-96;  published  8-5-96 
Missouri;  comments  due  by 
9-4-96;  published  8-5-96 


Air  quality  implementation 
pl^;  VAVapproval  and 
promulgation;  various 
States;  air  quality  planning 
purposes;  designation  of 
areas: 

Michigan;  comments  due  by 
9-4-96;  published  8-5-96 
Hazardous  waste  program 
authorizations: 

Illinois;  comments  due  by  9- 
4-96;  published  8-5-96 
Superfund  program: 

National  oil  and  hazardous 
substances  contingency 
plan- 

National  priorities  list 
update;  comments  due 
by  9-3-96;  published  8- 
2-96 

Toxic  chemical  release 
reporting;  community  right- 
to^mow- 

Metal  mining,  coal  mining, 
etc.;  irxJustry  group  list 
additions;  comments 
due  by  9-4-96; 
published  8-21-96 
Water  pollution;  effluent 
guiddines  for  point  source 
categories: 

Leather  tanning  aixl 
finishing;  comments  due 
by  9-6-96;  published  7-8- 
96 

FEDERAL 

COMMUNICATIONS 
COMMISSION 
Common  carrier  services: 
Satellite  communications- 
Licensing  procedures; 
comnDents  due  by  9-3- 
96;  published  8-6-96 
Telecommunications  Act  of 
1996;  implementatior>- 
Telemessaging,  electronic 
publisNng,  aixl  alarm 
monitoring  services; 
comments  due  by  9-4- 
96;  published  7-29-96 
Radio  stations;  table  of 
assignments: 

Mississippi;  comments  due 
by  9-3-96;  published  8-15- 
96 

Virginia;  comments  due  by 
9-3-96;  published  8-23-96 
FEDERAL  DEPOSIT 
INSURANCE  CORPORATION 
Assessments: 

Oakar  institutions; 
interpretive  rules; 
comments  due  by  9-3-96; 
published  7-3-96 
Contractors  susper^ion  arxl 
exclusion  and  contracts 
termination;  comments  due 
by  9-3-96;  published  7-5-96 
FEDERAL  ELECTION 
COMMISSION 
Rulemaking  petitions: 


VI 
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Democratic  Senatorial 
Campaign  Committee  et 
al.;  comments  due  by  9-6- 
96;  published  8-7-96 
FEDERAL  HOUSING 
FINANCE  BOARD 
Federal  home  loan  bank 
system: 

Advances;  terms  and 
conditions;  comments  due 
by  9-3-96;  published  8-2- 
96 

FEDERAL  RESERVE 
SYSTEM 

Electronic  fund  transfers 
(Regulation  E): 

Home  banking  services 
disclosure;  new  accounts 
error  resolution,  and 
store-value  cards,  etc.; 
comments  due  by  9-6-96; 
published  7-17-96 
GENERAL  SERVICES  • 
ADMINISTRATION 
Federal  Information  Resources 
Management  Regulation; 
Federal  information 
processing  multiple  award 
schedule  contracts; 
provisions  removed; 
comments  due  by  9-6-96; 
published  7-8-96 
HEALTH  AND  HUMAN 
SERVICES  DEPARTMENT 
Food  and  Drug 
Administration 
Administrative  practice  and 
procedure: 

Miscellaneous  amendments; 
Federal  regulatory  review; 
comments  due  by  9-3-96; 
published  6-4-96 
Animal  drugs,  feeds,  and 
related  products; 
Carcinogenicity  testing  of 
compounds  used  in  food- 
producing  animals; 
comments  due  by  9-3-96; 
published  6-20-96 
HEALTH  AND  HUMAN 
SERVICES  DEPARTMENT 
Health  Care  Financing 
Administration 
Medicare: 

Physician  fee  schedule 
(1997  CY);  payment 
policies;  revisions; 
comments  due  by  9-3-96; 
published  7-2-96 

HOUSING  AND  URBAN 

DEVELOPMENT 

DEPARTMENT 

Lead-based  paint  hazards  in 
federally  owned  residential 
property  and  housing 
receiving  Federal 


assistance;  notification, 
evaluation,  and  reduction; 
comments  due  by  9-5-96; 
p(i)iished  6-7-96 
Mortgage  and  loan  insurance* 
program: 

Single  family  mortgage 
insurarx^;  loss  mitigation 
procedures;  comments 
due  by  9-3-96;  published 

7-3-96 

INTERIOR  DEPARTMENT 
Indian  Affairs  Bureau 

Education: 

Special  education;  Federal 
regulatory  review; 
comments  due  by  9-3-96; 
published  7-2-96 
Land  and  water: 

Irrigation  projects  and 
systems;  comments  due 
by  9-3-96;  piMished  7-5- 
96 

Patents  in  fee,  certificates  of 
competency,  restrictions 
removal,  and  Indian  lands 
sale;  issuance;  comments 
due  by  9-3-96;  published 

7-2-96 

Law  and  order. 

Indian  courrtry  law 
enforcement;  comments 
due  by  9-3-96;  published 

7- 5-96 

INTERIOR  DEPARTMENT 
Land  Mmagement  Bureau 
Minerals  management: 

Mineral  materials  disposal; 
bonding  and  certificates  of 
deposit  requirements; 
comments  due  by  9-3-96: 
published  8-2-96 
INTERIOR  DEPARTMENT 
Fish  and  Wildlife  Service 
Migratory  bird  hunting: 

Annual  hunting  regulations; 
and  late  season  migratory 
bird  hunting;  comments 
due  by  9-3-96;  published 

8- 15-96 

INTERIOR  DEPARTMENT 
National  Park  Service 

Special  regulations: 

Voyageurs  National  Park, 
MN;  aircraft  operations; 
designation  of  areas; 
comments  due  by  9-5-96; 
published  5-8-96 
INTERIOR  DEPARTMENT 
Surface  Miriing  Reclamation 
and  Enforcement  Office  ' 
Permanent  program  and 
abandoned  mine  land 
reclamation  plan 
submissions: 


Oklahoma;  comments  due 
by  9-3-%;  published  8-2- 
96 

JUSTICE  DEPARTMENT 
Immigration  and 
Naturalization  Service 
Immigration: 

Visa  waiver  pilot  program- 
Argentina;  comments  due 
by  9-6-96;  published  7- 

8-96 
Nationality: 

Citizenship  acquisition;  equal 
treatment  of  women  in 
conferring  citizenship  on 
children  born  abroad; 
comments  due  by  9-3-96;. 
published  7-5-96 
LABOR  DEPARTMENT 
Wage  rates  predetermination 
procedures;  and  construction 
and  nonconstruction 
contracts;  labor  standards 
provisions: 

Davis-Bacon  helper 
regulations  suspension 
continuation;  comments 
due  by  9-3-96;  published 

8-2-96 

LABOR  DEPARTMENT 
Wage  and  Hour  Division 
Wage  rates  predetermination 
procedures;  and  construction 
and  noneonstruction 
contracts;  labor  standards 
provisions: 

Davis-Bacon  helper 
regulations  suspension 
continuation;  comments 
due  by  9-3-96;  published 
8-2-96 

NATIONAL  CREDIT  UNION 
ADMINISTRATION 

Credit  unions: 

Corporate  credit  unions; 
capital  strenghening  risk 
management  and  control; 
comments  due  by  9-3-96; 
published  7-23-96 
Corporate  credit  unions; 
capital  strengthening  risk 
management  and  control; 
comments  due  by  9-3-96; 
published  6-4-96 
NATIONAL  LABOR 
RELATIONS  BOARD 
Summary  judgment  motions 
and  advisory  opinions; 
Federal  regulatory  review; 
comments  due  by  9-5-96; 
published  8-2-96 

NUCLEAR  REGULATORY 
COMMISSION 

Agreement  State  licenses; 
recognition  of  areas  under 


exclusive  Federal  jurisdiction 
within  agreement  State; 
comments  due  by  9-3-96; 
published  6-18-96 
Rulemaking  petitions: 
Amersham  Corp.;  comments 
due  by  9-3-96;  published 
6-18-96 

University  of  Cincinnati; 
comments  due  by  9-^96; 
published  6-21-96 

POSTAL  SERVICE 

Domestic  Mail  Manual: 

Mail  classification  reform; 
implementation  standards; 
comments  due  by  9-5-96; 
published  8-15-96 

TRANSPORTATION 
DEPARTMENT 
Coast  Guard 

Pollution: 

Tank  vessel  and  facility 
response  plans; 
hazardous  substances 
response  equipment; 
comments  due  by  9-3-96; 
published  5-3-96 

TRANSPORTATION 
DEPARTMENT 
Federal  Aviation 
Administration 
Airworthiness  directives: 
Aerospace  Technologies  of 
Australia  Pty  Ltd.; 
comments  due  by  9-6-96; 
published  7-8-96 
Boeing;  comments  due  by 

9-3-96;  published  7-5-96 
Fokker,  comments  due  by 

9-3-96;  published  7-24-96 
Raytheon;  comments  due  by 

9-6-96;  published  7-8-96 
Ainworthiness  standards: 
Special  conditions- 
de  Havilland  DHC-8-400 
airplane;  comments  due 
by  9-5-96;  published  7- 
22-96 

Class  E  airspace;  comments 
due  by  9-3-96;  published  7- 
17-96 

TREASURY  DEPARTMENT 
Internal  Revenue  Service 

Income  taxes: 

Qualified  small  business 
stock;  50  percent 
exclusion  for  gain; 
comments  due  by  9-4-96; 
published  6-6-96 
Section  467  rental 
agreements;  comments 
due  by  9-3-96;  published 
6-3-96 


Rules  and  Regulations 


Federal  Register 
Vol.  61.  No.  168 
Wednesday,  August  28,  1996 


44145 


This  section  of  the  FEDERAL  REGISTER 
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Feder^  Regulations,  which  is  published  urxJer 
50  titles  pursuant  to  44  U.S.C.  1510. 
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DEPARTMENT  OF  AGRICULTURE 
Federal  Crop  Insurance  Corporation 
7  CFR  Part  457 

Common  Crop  Insurance  Regulations; 
Arizona-Califomia  Citrus  Crop 
Insurance  Provisions 

AGENCY:  Federal  Crop  Insurance 
Corporation,  USDA. 

ACTION:  Final  rule. 

SUMMARY:  The  Federal  Crop  Insurance 
Corporation  (FCIC)  finalizes  specific 
crop  provisions  for  the  insurance  of 
Arizona-Califomia  citrus.  The 
provisions  will  be  used  in  conjunction 
with  the  Common  Crop  Insurance 
Policy  Basic  Provisions,  which  contain 
standard  terms  and  conditions  common 
to  most  crops.  The  intended  effect  of 
this  action  is  to  provide  policy  changes 
to  better  meet  the  needs  of  the  insured 
and  combine  the  current  Arizona- 
Califomia  Citms  Crop  Insurance 
Regulations  with  the  Common  Crop 
Insurance  Policy  for  ease  of  use  and 
consistency  of  terms. 

EFFECTIVE  DATE:  August  28, 1996. 

FOR  FURTHER  INFORMATION  CONTACT:  John 
Meyer,  Program  Analyst,  Research  and  ' 
Development  Division,  Product 
Development  Branch,  Federal  Crop 
Insmrance  Corporation,  United  States 
Depeulment  of  Agriculture,  9435  Holmes 
Road,  Kansas  Qty,  MO  64131, 
telephone  (816)  926-7730. 

SUPPLEMENTARY  INFORMATION: 

Executive  Order  No.  12866  and 
Departmental  Regulation  1512-1 

This  action  has  been  reviewed  imder 
United  States  Department  of  Agriculture 
(USDA)  procedures  established  by 
Executive  Order  No.  12866  and 
Departmental  Regulation  1512-1.  This 
action  constitutes  a  review  as  to  the 
need,  currency,  clarity,  and 
effectiveness  of  these  regulations  under 


those  procedures.  The  sunset  review 
date  established  for  these  regulations  is 
Jime  30,  2001. 

This  mle  has  been  determined  to  be 
not  significant  for  the  purposes  of 
Executive  Order  No.  12866  and, 
therefore,  has  not  been  reviewed  by  the 
Office  of  Management  and  Budget 
(OMB). 

Paperwork  Reduction  Act  of  1995 

Following  publication  of  the  proposed 
mle,  the  public  was  afforded  60  days  to 
submit  comments,  data,  and  opinions 
on  information  collection  requirements 
previously  approved  by  OMB  under 
OMB  control  number  0563-0003 
through  September  30, 1998.  No  public 
comments  were  received. 

Unfunded  Mandates  Reform  Act  of 
1995 

Title  II  of  the  Unfunded  Mandate 
Reform  Act  of  1995  (UMRA),  Pub.  L. 
104-4,  establishes  requirements  for 
Federal  agencies  to  assess  the  effects  of 
their  regulatory  actions  on  State,  local, 
and  tribal  governments  and  the  private 
sector.  Under  section  202  of  the  UMRA, 
FCIC  generally  must  prepare  a  written 
statement,  including  a  cost-benefit 
analysis,  for  proposed  and  final  mles 
with  “Federal  mandates”  that  may 
result  in  expenditiuas  of  State,  local,  or 
tribal  governments,  in  the  aggregate,  or 
to  the  private  sector,  of  $100  million  or 
more  in  any  1  year.  When  such  a 
statement  is  needed  for  a  rule,  section 
205  of  the  UMRA  generally  requires 
FCIC  to  identify  and  consider  a 
reasonable  nmnber  of  regulatory 
alternatives  and  adopt  the  least  costly, 
more  cost-effective  or  least  burdensome 
alternative  that  achieves  the  objectives 
of  the  mle. 

This  mle  contains  no  Federal 
mandates  (imder  the  regulatory 
provisions  of  title  II  of  the  UMRA)  of 
State,  local,  and  tribal  governments  or 
the  private  sector.  Thus,  this  rule  is  not 
subject  to  the  requirements  of  sections 
202  and  205  of  the  UMRA. 

Executive  Order  No.  12612 

It  has  been  determined  under  section 
6(a)  of  Executive  Order  No.  12612, 
Federalism,  that  this  mle  does  not  have 
sufficient  Federalism  implications  to 
warrant  the  preparation  of  a  FederaUsm 
Assessment.  The  provisions  contained 
in  this  mle  will  not  have  a  substantial 
direct  effect  on  States  or  their  political 
subdivisions,  or  on  the  distribution  of 


power  and  responsibilities  among  the 
various  levels  of  government. 

Regulatory  Flexibility  Act 

This  regulation  will  not  have  a 
significant  impact  on  a  substantial 
number  of  small  entities.  Under  the 
current  regulations,  a  producer  is 
required  to  complete  an  application  and 
acreage  report.  If  the  crop  is  damaged  or 
destroyed,  the  insured  is  required  to 
give  notice  of  loss  and  provide  the 
necessary  information  to  complete  a 
claim  for  indemnity.  An  insured  must 
also  annually  certify  to  the  previous 
yeeurs  production  or  receive  a 
transitional  yield.  The  producer  must 
maintain  the  production  records  to 
support  the  certified  information  for  at 
least  3  years.  This  regulation  does  not 
alter  those  requirements.  The  amoimt  of 
work  required  of  the  insurance 
companies  delivering  and  servicing 
these  policies  will  not  increase 
significantly  from  the  amount  of  work 
currently  required.  This  mle  does  not 
have  any  greater  or  lesser  impact  on  the 
producer.  Therefore,  this  actiod  is 
determined  to  be  exempt  from  the 
provisions  of  the  Regulatory  Flexibility 
Act  (5  U.S.C.  605),  and  no  Regulatory 
Flexibility  Analysis  was  prepared. 

Federal  Assistance  Program 

This  program  is  listed  in  the  Catalog 
of  Federal  Domestic  Assistance  under 
No.  10.450. 

Executive  Order  No.  12372 

This  program  is  not  subject  to  the 
provisions  of  Executive  Order  No. 

12372,  which  require  intergovernmental 
consultation  with  State  and  local 
officials.  See  the  Notice  related  to  7  CFR 
part  3015,  subpart  V,  published  at  48  FR 
29115,  June  24, 1983. 

Executive  Order  No.  12778 

The  Office  of  the  General  Counsel  has 
.  determined  that  these  regulations  meet 
the  applicable  standards  provided  in 
sections  2(a)  and  2(b)(2)  of  Executive 
Order  No.  12778.  The  provisions  of  this 
mle  will  not  have  a  retroactive  effect 
prior  to  the  effective  date.  The 
provisions  of  this  mle  will  preempt 
State  and  local  laws  to  the  extent  such 
State  and  local  laws  are  inconsistent 
herewith.  The  administrative  appeal 
provisions  published  at  7  CFR  parts  11 
and  780  must  be  exhausted  before  any 
action  for  judicial  review  may  be 
brought. 
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Environmental  Evaluation 

This  action  is  not  expected  to  have  a 
significant  impact  on  the  quality  of  the 
human  environment,  healUi,  and  safety. 
Therefore,  neither  an  Environmental 
Assessment  nor  an  Environmental 
Impact  Statement  is  needed. 

National  Performance  Review 

This  regulatory  action  is  being  taken 
as  part  of  the  National  Performance 
Review  Initiative  to  eliminate 
unnecessary  or  duplicative  regulations 
and  improve  those  that  remain  in  force. 

Background 

On  Thursday,  June  20, 1996,  FCIC 
published  a  proposed  rule  in  the 
Federal  Register  at  61  FR  31464-31468 
to  add  to  the  Common  Crop  Insurance 
Regulations  (7  CFR  part  457),  a  new 
section,  7  CFR  457.121,  Arizona- 
Califomia  Citrus  Crop  Insurance 
Provisions.  The  new  provisions  Avill  be 
effective  for  the  1998  and  succeeding 
crop  years.  These  provisions  will 
replace  the  current  provisions  for 
insuring  Arizona-Califomia  citrus  found 
at  7  CFR  part  409  (Arizona-Califomia 
Citrus  Crop  Insurance  Regulations), 
thereby  limiting  the  effect  of  the  current 
provisions  to  the  1997  and  prior  crop 
years.  After  this  final  mle  becomes 
effective,  the  current  provisions  for 
insuring  Arizona-Califomia  citms  will 
be  removed  from  7  CFR  part  409  and 
that  part  will  be  reserved. 

Following  publication  of  that 
proposed  rule,  the  public  was  afforded 
30  days  to  submit  written  comments, 
data,  and  opinions.  A  total  of  14 
comments  were  received  from  the  crop 
insurance  industry.  The  comments 
received,  and  FCIC’s  response  are  as 
follows: 

Comment:  The  crop  insurance 
industry  commented  that  the  proposed 
mle  did  not  contain  any  reference  to 
acreage  reporting  and  suggested  that 
such  reference  be  added. 

Response:  Section  6  (Report  of 
Acreage)  of  the  Basic  Provisions 
provides  information  on  the  reporting  of 
acreage  and  specifies  that  the  acreage 
reporting  date  will  be  included  in  the 
Special  Provisions.  No  changes  have 
been  made  to  these  provisions. 

Comment:  The  crop  insurance 
industry  questioned  the  need  to  define 
“FSA”  in  the  provisions  and 
recommended  deletion. 

Response:  FCIC  agrees  and  has 
deleted  the  definition  for  “FSA”, 

Comment:  The  crop  insimmce 
industry  stated  that  the  provisions  refer 
to  a  pro  rata  refund  when  optional  imits 
are  combined  into  basic  units  when  the 
insured  reported  optional  units  but  does 


not  qualify.  They  questioned  on  what 
basis  a  pro  rata  refrmd  would  be 
determined. 

Response:  The  reference  to  a  pro  rata 
refund  has  been  deleted  and  the 
sentence  changed  to  read,  “If  failure  to 
comply  with  these  provisions  is 
determined  to  be  inadvertent,  and  the 
optional  units  are  combined  into  a  basic 
unit,  that  portion  of  the  premium  paid 
for  the  purpose  of  electing  optional 
units  will  be  refunded  to  you  for  the 
units  combined.” 

Comment:  The  crop  insurance 
industry  stated  they  did  not  understand 
why  all  optional  units  must  be 
identified  on  the  acreage  report  for  each 
crop  year.  They  said  that  listing  every 
possible  combination  for  every  crop  on 
a  policy  could  test  the  limits  on  the 
number  of  policy  lines  allowed. 

Response:  Optional  imits  are  only 
allowed  by  non-contiguous  land.  Cbily 
those  optional  units  determined  for  the 
crop  yem  for  which  the  acreage  report 
is  completed  must  be  listed.  Optional 
unit  designation  from  past  years  or  that 
could  have  been  established  for  the 
current  year,  should  not  be  listed  on  the 
ciurent  crop  years’  acreage  report.  The 
phrase  “established  for  a  crop  year”  has 
been  added  to  the  provisions  for 
clarification. 

Comment:  The  crop  insurance 
industry  suggested  that  the  provision, 
“You  must  have  records,  which  can  be 
independently  verified,  of  acreage  and 
production  for  each  optional  unit  for  at 
least  the  last  crop  year  used  to 
determine  your  production  guarantee”, 
would  cause  confusion  between  the 
APH  or  policy  year. 

Response:  The  APH  is  based  on  the 
actual  production  of  the  producer  for 
each  crop  year  in  which  a  crop  is 
produced  to  a  maximum  of  10  crop 
years.  There  is  no  requirement  that  the 
producer  have  insured  the  crop  before 
its  production  be  included  in  &e  APH 
data  base.  FCIC  believes  the  provision  is 
clearly  stated  and  has  not  made 
changes. 

Comment:  The  crop  insurance 
industry  questioned  why  optional  units 
were  allowed  only  by  non-contiguous 
land  without  the  alternative  of  optional 
units  by  section/legal-description 
whereas  in  other  citrus  policies  optional 
units  are  offered  by  both  criteria. 

Response:  Offering  optional  units  by 
legal  description  would  increase  the 
administrative  burden  on  the  program 
without  offering  any  benefit  to 
producers,  because  most  producers  in 
Arizona  and  California  tend  to  farm 
within  a  section.  No  change  has  been 
made  to  these  provisions. 

Comment:  The  crop  insurance 
industry  suggested  that  section  3(a) 


begin  with  the  phrase,  “You  may  select 
only  one  price  percentage  *  *  *”  It 
would  not  then  be  necessary  to  include 
complex  provisions  regarding  different 
varieties  with  different  maximum 
prices. 

Response:  Methods  used  to  select 
price  elections  vary  between  insurance 
providers.  While  some  require  selection 
of  a  percentage,  others  require  selection 
of  a  specific  dollar  amount.  The 
suggested  change  will  not  work  in  all 
circumstances.  No  chemge  has  been 
made  to  the  provisions. 

Comment:  The  crop  insurance 
industry  suggested  that  statements  listed 
in  section  6(b)(1)  “That  is  not  irrigated” 
and  6(b)(2)  “That  has  not  reached  the 
sixth  growing  season  after  being  set 
out  *  *  *  ”  be  changed  to  positive 
statements  and  listed  imder  6(a). 

Response:  FCIC  agrees  and  has 
rewritten  and  rearranged  the  provisions 
in  this  section. 

Comment:  The  crop  insurance 
industry  questioned  why  a  10  day  delay 
was  incorporated  into  section  8(a)(1)  of 
the  policy  that  states,  “  *  *  *  for  the 
first  crop  year,  if  the  application  is 
accepted  by  us  after  November  20, 
insurance  will  attach  on  the  10th  day 
after  the  application,  if  approved,  is 
received  in  our  local  agent’s 
office  *  *  *  ”  and  if  the  10  day  period 
would  allow  enough  time  to  complete 
inspections. 

Response:  The  language  in  section 
8(a)(1)  has  been  changed  as  follows, 
“Coverage  begins  on  November  21  of 
each  crop  year,  except  that  for  the  year 
of  application,  if  your  application  is 
received  after  November  11  but  prior  to 
November  21,  insurance  will  attach  on 
the  10th  day  after  your  properly 
completed  application  is  received  in  our 
local  office  unless  we  inspect  the 
acreage  during  the  10  day  period  and 
determine  that  it  does  not  meet 
insurability  requirements.  You  must 
provide  any  information  that  we  require 
for  the  crop  Or  to  determine  the 
condition  of  the  grove.”  These 
provisions  were  modified  to  be 
consistent  with  other  perennial  crop 
provisions,  to  prevent  adverse  selection, 
and  for  the  producer  to  avoid 
unnecessary  exposure  to  uninsured 
losses  during  the  waiting  period.  The 
insurance  provider  must  expedite  its 
review  of  Ae  application  and  any 
supporting  documentation  filed  by  the 
producer,  determine  if  a  visual 
inspection  is  necessary,  and  perform 
any  necessary  inspections  within  the  10 
day  period.  The  period  of  10  days  is 
believed  appropriate  to  meet  the  needs 
of  both  the  producer  and  the  insurance 
provider. 
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Comment:  The  crop  insurance 
industry  stated  that  some  flexibility  may 
be  needed  for  obtaining  signatures  and 
for  mail  time  if  a  transfer  takes  place 
shortly  before  the  acreage  reporting 
date,  but  the  transfer  form  does  not 
reach  the  company  office  until  after  the 
acreage  reporting  date. 

Response:  Section  8(b)(2)(ii) 

(Insurance  Period)  states,  “We  are 
notified  by  you  or  the  transferee  in 
writing  of  such  transfer  on  or  before  the 
acreage  reporting  date;”  If  the  transferor 
or  the  transferee  signs  the  properly 
completed  transfer  form  cmd  gives  the 
form  to  the  crop  insurance  agent  on  or 
before  the  acreage  reporting  date,  this 
requirement  will  be  met.  No  change  has 
been  made  to  the  provisions. 

Comment:  The  crop  insurance 
industry  believes  that  the  policy  should 
not  allow  the  producer  to  defer 
settlement  and  wait  for  a  later,  generally 
lower,  appraisal  on  insured  acreage  the 
producer  intends  to  abandon  or  no 
longer  care  for. 

Response:  The  later  appraisal  will 
only  be  necessary  if  the  insurance 
provider  agrees  that  such  appraisal 
would  result  in  a  more  accurate 
determination,  and  if  the  producer 
continues  to  care  for  the  crop.  If  the 
producer  does  not  care  for  the  crop,  the 
original  appraisal  is  used.  If  the 
insurance  provider  believes  the  original 
appraisal  is  accurate,  resolution  of  the 
dispute  may  be  sought  through 
arbitration  or  appeal  procedures, 
whichever  is  applicable.  No  change  will 
be  made  to  these  provisions. 

Comment:  The  crop  insurance 
industry  suggested  combining  the 
provisions  contained  in  section  12(e) 
Math  the  provisions  in  section  12(a). 

Response:  The  provisions  eure  clearly 
stated  and  have  not  been  combined. 

Comment:  The  crop  insurance 
industry  stated  that  they  believe  the 
Maitten  agreement  should  be  continuous 
if  no  substantive  changes  occur  from 
one  year  to  the  next. 

Response:  The  MO’itten  agreement  can 
only  be  valid  for  1  year  because  it  must 
contain  all  the  variable  terms  of  the 
contract  including,  but  not  limited  to, 
crop  type  or  variety,  the  guarantee, 
premium  rate,  and  price  election.  One 
or  more  of  these  variables  often  changes 
from  year  to  year.  No  change  has  been 
made  to  these  provisions.  In  addition, 
Mrritten  agreements  are,  by  design, 
temporary  and  should  be  replaced  by 
applicable  policy  provisions. 

to  addition  to  the  changes  described  ' 
above,  FCIC  has  made  the  following 
changes  to  the  Arizona-Califomia  Qtrus 
Crop  Provisions. 

1.  Section  1 — Revised  the  definition 
of  “non-contiguous  land”  so  that  a 


producer  who  share  rents  acreage  is  not 
prohibited  fi’om  having  optional  units 
on  non-contiguous  land  and  to  conform 
to  other  perennial  policies. 

2.  Section  1 — Revised  the  definition 
of  “carton”  and  “production  guarantee 
(per  acre)”  for  clarification. 

3.  Section  1 — Added  definitions  for 
“crop”  and  “variety”  for  clarification. 

4.  Section  1 — ^Removed  the  definition 
of  “type”  because  the  word  “type”  has 
been  chemged  to  “crop”  throughout  the 
provisions  where  appropriate  since  the 
citrus  type  designations  used  in  the  past 
Mali  be  replaced  Math  individual  crop 
codes  beginning  with  the  1998  crop 
year. 

5.  Section  6 — Added  a  provision  to 
allow  citrus  sold  by  direct  marketing  to 
be  insurable,  if  specifically  allowed  by 
the  Special  Provisions  or  by  Moitten 
agreement,  to  conform  to  other 
perennial  policies. 

6.  Section  8(b) — Revised  the 
provisions  for  when  an  insured 
relinquishes  an  insurable  share  on  any 
insurable  acreage  of  citrus  on  or  before 
the  acreage  reporting  date  for  the  crop 
year. 

7.  Section  10 — Removed  the  provision 
requiring  the  producer  to  notify  the 
insurance  provider  within  three  days  of 
the  date  harvest  should  have  started  if 
the  crop  will  not  be  harvested.  Citrus  is 
harvested  over  a  long  period  of  time  and 
this  provision  would  be  difficult  to 
administer. 

Good  cause  is  shoMoi  to  make  this  rule 
effective  upon  publication  in  the 
Federal  Register.  This  rule  improves  the 
Arizona-Califomia  citms  crop  insurance 
coverage  and  brings  it  under  the 
Common  Crop  Insurance  Policy  Basic 
Provisions  for  consistency  among 
policies.  The  contract  change  date 
required  for  new  policies  is  August  31, 
1996.  It  is  therefore  imperative  that 
these  provisions  be  made  final  before 
that  date  so  that  the  reinsured 
companies  and  insureds  may  have 
sufficient  time  to  implement  the  new 
previsions.  Therefore,  public  interest 
requires  the  agency  to  act  immediately 
to  make  these  provisions  available  for 
the  1998  crop  year. 

List  of  Subjects  in  7  CFR  Part  457 

Crop  insurance,  Arizona-Califomia 
citms. 

Final  Rule 

Pursuant  to  the  authority  contained  in 
the  Federal  Crop  Insurance  Act,  as 
amended  (7  U.S.C.  1501  et  seq.],  the 
Federal  Crop  Insurance  Corporation 
hereby  amends  the  Common  Crop 
Insurance  Regulations  (7  CFR  part  457), 
effective  for  the  1998  and  succeeding 
crop  years,  to  read  as  follows: 


PART  457— [AMENDED] 

1.  The  authority  citation  for  7  CFR 
part  457  continues  to  read  as  follows: 

Authority:  7  U.S.C.  1506(1),  and  1506(p). 

2.  7  CFR  part  457  is  amended  by 
adding  a  new  §457.121  to  read -as 
follows: 

§  457.1 21  Arizona-Califomia  Citrus  Crop 
Insurance  Provisions 

The  Arizona-Califomia  Citms  Crop 
Insurance  Provisions  for  the  1998  and 
succeeding  crop  years  are  as  follows: 

United  States  Department  of  Agriculture 
Federal  Crop  Insurance  Corporation 
Arizona-Califomia  Citrus  Crop  Provisions 

If  a  conflict  exists  among  the  Basic 
Provisions  (§457.8),  these  crop  provisions, 
and  the  Special  Provisions:  the  Special 
Provisions  will  control  these  crop  provisions 
and  the  Basic  Provisions;  and  these  crop 
provisions  will  control  the  Basic  Provisions. 
1.  Definitions 

Carton — ^The  standard  container  for 
marketing  the  fresh  packed  citrus  fruit  crop 
as  shown  below.  In  the  absence  of  marketing 
records  on  a  carton  basis,  production  will  be 
converted  to  cartons  on  the  basis  of  the 
following  average  net  pounds  of  packed  ftuit 
in  a  standard  packed  carton. 


Container  size 

Fruit  crop 

Pounds 

Container  #58  ... 

Navel  oranges, 
Valencia  or¬ 
anges  & 

Sweet  or¬ 
anges. 

38 

Container  #58  ... 

Lemons  . 

40 

Container  #59  ... 

Grapefruit  . 

32 

Container  #63  ... 

Tangerines  (irv 
cluding  Tarv 
gelos)  &  Man¬ 
darin  oranges. 

25 

Crop — Citrus  fruit  as  listed  in  the  Special 
Provisions. 

Crop  year — ^The  period  beginning  with  the 
date  insurance  attaches  to  the  citrus  crop  and 
extending  through  normal  harvest  time.  It  is 
designated  by  the  calendar  year  following  the 
year  in  which  the  bloom  is  normally  set. 

Days — Calendar  days. 

Dehorning — Cutting  of  any  scaffold  limb  to 
a  length  that  is  not  greater  than  one-fourth 
('A)  the  height  of  the  tree  before  cutting. 

Direct  marketing — Sale  of  the  insured  crop 
directly  to  consumers  without  the 
intervention  of  an  intermediary  such  as  a 
wholesaler,  retailer,  packer,  processor, 
shipper  or  buyer.  Examples  of  direct 
marketing  include  selling  through  an  on-farm 
or  roadside  stand,  farmer’s  market,  and 
permitting  the  general  public  to  enter  the 
field  for  the  purpose  of  picking  all  or  a 
pmrtion  of  the  crop. 

Good  farming  practices — The  cultural 
practices  generally  in  use  in  the  county  for 
the  crop  to  make  normal  progi-ess  toward 
maturity  and  produce  at  least  the  yield  used 
to  determine  the  production  guarantee,  and 
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generally  recognized  by  the  Cooperative 
Extension  Service  as  compatible  with 
agronomic  and  weather  conditions  in  the 
county. 

Hanvst — ^The  severance  of  mature  citrus 
from  the  tree  by  pulling,  picking,  or  any  other 
means,  or  by  collecting  marketable  fruit  from 
the  ground. 

Interplanted — ^Acreage  on  which  two  or 
more  crops  are  planted  in  any  form  of 
alternating  or  mixed  pattern. 

Irrigated  practice — method  of  producing  • 
a  crop  by  which  water  is  artifrcially  applied 
during  the  growing  season  by  appropriate 
systems  and  at  the  proper  times,  with  the 
intention  of  providing  the  quantity  of  water 
needed  to  pi^uce  at  least  the  yield  used  to 
establish  the  irrigated  production  guarantee 
on  the  irrigated  acreage  planted  to  the 
insured  crop. 

Non-contiguous  land — Any  two  or  more 
tracts  of  land  whose  boundaries  do  not  touch 
at  any  point,  except  that  land  separated  only 
by  a  public  or  private  right-of-way,  waterway 
or  an  irrigation  canal  will  be  considered  as 
contiguous. 

Production  guarantee  (per  acre) — ^The 
number  of  citrus  (cartons)  determined  by 
multiplying  the  approved  APH  yield  per  acre 
by  the  coverage  level  percentage  you  elect. 

Scaffold  limb— A  major  limb  attached 
directly  to  the  trunk. 

Set  out — ^Transplanting  a  tree  into  the 
grove. 

Variety — Subclass  of  crop  as  listed  in  the 
Special  Provisions. 

Written  agreement — A  written  document 
that  alters  designated  terms  of  a  policy  in 
accordance  with  section  12. 

2.  Unit  Division 

(a)  A  unit  as  defined  in  section  1 
(Definitions)  of  the  Basic  Provisions  (§  457.8), 
will  be  divided  into  basic  units  by  each  citrus 
crop  designated  in  the  Special  Provisions. 

(b)  Unless  limited  by  the  Special 
Provisions,  these  basic  units  may  be  divided 
into  optional  units  if,  for  each  optional  unit 
you  meet  all  the  conditions  of  this  section  or 
if  a  written  agreement  to  such  division  exists. 

(c)  Basic  units  may  not  be  divided  into 
optional  units  on  any  basis  including,  but  not 
limited  to,  production  practice,  type,  and 
variety,  other  than  as  described  in  this 
section. 

(d)  If  you  do  not  comply  fully  with  these 
provisions,  we  will  combine  all  optional 
units  that  are  not  in  compliance  with  these 
provisions  into  the  basic  unit  from  which 
they  were  formed.  We  will  combine  the 
optional  units  at  any  time  we  discover  that 
you  have  foiled  to  comply  with  these 
provisions.  If  foilure  to  comply  with  these 
provisions  is  determined  to  be  inadvertent, 
and  the  optional  units  are  combined  into  a 
basic  unit,  that  portion  of  the  premium  paid 
for  the  purpose  of  electing  optional  units  will 
be  refunded  to  you  for  the  units  combined. 

(e)  All  optional  units  established  for  a  crop 
year  must  be  identified  on  the  acreage  report 
for  that  crop  year. 

(f)  The  following  requirements  must  be  met 
for  each  optional  unit: 

(1)  You  must  have  records,  which  can  be 
independently  verified,  of  acreage  and 
production  for  each  optional  unit  for  at  least 


the  last  crop  year  used  to  determine  your 
production  guarantee;  and 

(2)  You  must  have  records  of  marketed 
pr^uction  or  stored  production  from  each 
optional  unit  maintained  in  such  a  manner 
that  permits  us  to  verify  the  production  from 
each  optional  unit,  or  the  production  from 
each  unit  must  be  kept  separate  until  loss 
adjustment  is  completed  by  us;  and 

(3)  Each  optional  unit  must  be  located  on 
non-contiguous  land. 

3.  Insurance  Guarantees,  Coverage  Levels, 
and  Prices  for  Determining  Indemnities 

(a)  In  addition  to  the  requirements  of 
section  3  (Insurance  Guarantees,  Coverage 
Levels,  and  Prices  for  Determining 
Indemnities)  of  the  Basic  Provisions  ($  457.8), 
you  may  select  only  one  price  election  and 
coverage  level  for  each  citrus  froit  crop 
designated  in  the  Special  Provisions  that  you 
elect  to  insiuo.  The  price  election  you  choose 
for  each  crop  need  not  bear  the  same 
percentage  relationship  to  the  maximum 
price  offered  by  us  for  each  crop.  For 
example,  if  you  choose  one  hundred  percent 
(100%)  of  the  maximiun  price  election  for 
sweet  oranges,  you  may  choose  seventy-five 
percent  (75%)  of  the  maximum  price  election 
for  grapefruit.  However,  if  separate  price 
elections  are  available  by  variety  within  each 
crop,  the  price  elections  you  choose  for  each 
variety  must  have  the  same  percentage 
relationship  to  the  maximum  price  offered  by 
us  for  each  variety  within  the  crop. 

(b)  In  lieu  of  reporting  your  citrus 
production  of  marketable  fiush  fruit  for  the 
previous  crop  year,  as  requited  by  section  3 
of  the  Basic  Provisions  (§  457.8),  there  is  a  lag 
period  of  one  year.  Each  crop  year,  you  must 
report  your  production  from  two  crop  years 
ago,  e.g.,  on  the  1998  crop  year  production 
report,  you  will  provide  your  1996  crop  year 
production. 

(c)  In  addition,  you  must  report,  by  the 
production  reporting  date  designated  in 
section  3  (Insurance  Guarantees,  Coverage 
Levels,  and  Prices  for  Determining 
Indemnities)  of  the  Basic  Provisions  (§  457.8), 
by  type,  if  applicable: 

(1)  The  number  of  trees  damaged, 
dehorned  or  removed;  any  change  in 
practices  or  any  other  circumstance  that  may 
reduce  the  expected  yield  below  the  yield 
upon  which  the  insurance  guarantee  is  based; 
and  the  number  of  affected  acres; 

(2)  The  number  of  bearing  trees  on 
insurable  and  uninsurable  acreage; 

(3)  The  age  of  the  trees  and  the  planting 
pattern;  and 

(4)  For  the  first  year  of  insurance  for 
acreage  interplanted  with  another  perennial 
crop,  and  anytime  the  planting  pattern  of 
such  acreage  is  changed: 

(i)  The  age  of  the  interplanted  crop,  and 
type,  if  applicable; 

(ii)  The  planting  pattern;  and 

(iii)  Any  other  information  that  we  request 
in  order  to  establish  your  approved  yield. 

We  will  reduce  the  yield  used  to  establish 
your  production  guarantee  as  necessary, 
based  on  our  estimate  of  the  effect  of  the 
following;  interplanted  perennial  crop; 

.  damage;  dehorning;  removal  of  trees;  change 
in  practices  and  any  other  circumstance  on 
the  yield  potential  of  the  insured  crop.  If  you 
fail  to  notify  us  of  any  circumstance  that  may 


reduce  your  yields  from  previous  levels,  we 
will  reduce  your  production  guarantee  as 
necessary  at  any  time  we  become  aware  of 
the  circumstance. 

4.  Contract  Changes 

In  accordance  with  section  4  (Contract 
Changes)  of  the  Basic  Provisions  (§  457.8), 
the  contract  change  date  is  August  31 
preceding  the  cancellation  date. 

5.  Cancellation  and  Termination  Dates 
In  accordance  with  section  2  (Life  of 

Policy,  Cancellation,  and  Termination)  of  the 
Basic  Provisions  (§  457.8),  the  cancellation 
and  termination  dates  are  November  20. 

6.  Insured  Crop 

In  accordance  with  section  8  (Insured 
Crop)  of  the  Basic  Provisions  (§  457.8),  the 
crop  insured  will  be  all  the  acreage  in  the 
county  of  each  citrus  crop  designated  in  the 
Special  Provisions  that  you  elect  to  insure 
and  for  which  a  premium  rate  is  provided  by 
the  actuarial  table: 

(a)  In  which  you  have  a  share; 

(b)  That  is  adapted  to  the  area; 

(c)  That  is  irrigated; 

(d)  That  is  grown  in  a  grove  that,  if 
inspected,  is  considered  acceptable  by  us; 

(e)  That  is  not  sold  by  direct  marketing, 
unless  allowed  by  the  Special  Provisions  or 
by  written  agreement;  and 

(f)  That  has  reached  at  least  the  sixth 
growing  season  after  being  set  out.  However, 
we  may  agree  to  insure  acreage  that  has  not 
reached  this  age  if  we  inspect  and  approve 

a  written  agreement  to  insure  such  acreage. 

7.  Insurable  Acreage 

In  lieu  of  the  provisions  in  section  9 
(Insurable  Acreage)  of  the  Basic  Provisions 
(§  457.8),  that  prohibit  insurance  attaching  to 
a  crop  planted  with  another  crop,  citrus 
interplanted  with  another  perennial  crop  is 
insurable  unless  we  inspect  the  acreage  and 
determine  it  does  not  meet  the  requirements 
contained  in  your  policy. 

8.  Insurance  Period 

(a)  In  accordance  with  the  provisions  of 
section  11  (Insurance  Period)  of  the  Basic 
Provisions  (S  457.8): 

(1)  Coverage  begins  on  November  21  of 
each  crop  year,  except  that  for  the  year  of 
application,  if  your  application  is  received 
after  November  11  but  prior  to  November  21, 
insurance  will  attach  on  the  10th  day  after 
your  properly  completed  application  is 
received  in  our  local  office  unless  we  insjpect 
the  acreage  during  the  10  day  period  and 
determine  that  it  does  not  meet  insurability 
requirements.  You  must  provide  any 
information  that  we  require  for  the  crop  or 
to  determine  the  condition  of  the  grove. 

(2)  The  calendar  date  for  the  end  of  the 
insurance  period  for  each  crop  year  is: 

(i)  August  31  for  Navel  oranges  and 
Southern  California  lemons; 

(ii)  November  20  for  Valencia  oranges;  and 

(iii)  July  31  for  all  other  citrus  crops. 

(b)  In  addition  to  the  provisions  of  section 
11  (Insurance  Period)  of  the  Basic  Provisions 
(§457.8): 

(1)  If  you  acquire  an  insurable  share  in  any 
insurable  acreage  after  coverage  begins,  but 
on  or  before  the  acreage  reporting  date  for  the 
crop  year,  and  after  an  inspection  we 
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consider  the  acreage  acceptable,  insurance 
will  be  considered  to  have  attached  to  such 
acreage  on  the  calendar  date  for  the 
beginning  of  the  insurance  period. 

(2)  If  you  relinquish  your  insurable  share 
on  any  insurable  acreage  of  citrus  on  or 
before  the  acreage  reporting  date  for  the  crop 
year,  insurance  will  not  be  considered  to 
have  attached  to  and  no  premium  will  be 
due,  and  no  indemnity  paid,  for  such  acreage 
for  that  crop  year  unless: 

(i)  A  transfer  of  coverage  and  right  to  an 
indemnity,  or  a  similar  form  approved  by  us, 
is  completed  by  all  affected  parties; 

(ii)  We  are  notified  by  you  or  the  transferee 
in  writing  of  such  transfer  on  or  before  the 
acreage  refiorting  date;  and 

(iii)  The  transferee  is  eligible  for  crop 
insurance. 

9.  Causes  of  Loss 

(a)  In  accordance  with  the  provisions  of 
section  12  (Causes  of  Loss)  of  the  Basic 
Provisions  (§  457.8),  insurance  is  provided 
only  against  the  following  causes  of  loss  that 
occur  during  the  insurance  period: 

(1)  Adverse  weather  conditions; 

(2)  Fire,  unless  weeds  and  other  forms  of 
undergrowth  have  not  been  controlled  or 
pruning  debris  has  not  been  removed  from 
the  grove; 

(3)  Wildlife; 

(4)  Earthquake; 

(5)  Volcanic  eruption;  or 

(6)  Failure  of  irrigation  water  supply,  if 
caused  by  an  insured  peril  that  occurs  during 
the  insurance  period. 

(b)  In  addition  to  the  causes  of  loss 
excluded  in  section  12  (Causes  of  Loss)  of  the 
Basic  Provisions  (§457.8),  we  will  not  insure 
against  damage  or  loss  of  production  due  to: 

(1)  Disease  or  insect  infestation,  unless 
adverse  weather  conditions: 

(1)  Prevents  the  proper  application  of 
control  measures  or  causes  properly  applied 
control  measures  to  be  ineffective;  or 

(ii)  Causes  disease  or  insect  infestation  for 
which  no  effective  control  mechanism  is 
available; 

(2)  Inability  to  market  the  citrus  for  any 
reason  other  than  actual  physical  damage 
horn  an  insurable  cause  specified  in  this 
section.  For  example,  we  will  not  pay  you  an 
indemnity  if  you  are  unable  to  market  due  to 
quarantine,  boycott,  or  refusal  of  any  person 
to  accept  production. 

It).  Duties  in  the  Event  of  Damage  or  Loss 
In  addition  to  the,  requirements  of  section 

14  (Duties  in  the  Event  of  Damage  or  Loss) 
of  the  Basic  Provisions  (§457.8),  the 
following  will  apply: 

(a)  If  the  Special  Provisions  permit  or  a 
written  agreement  authorizing  direct 
marketing  exists,  you  must  notify  us  at  least 

15  days  before  any  production  fimm  any  unit 
will  be  sold  by  direct  marketing.  We  will 
conduct  an  appraisal  that  will  be  used  to 
determine  your  production  to  count  for 
production  that  is  sold  by  direct  marketing. 
If  damage  occurs  after  this  appraisal,  we  will 
conduct  an  additional  appraisal.  These 
appraisals,  and  any  acceptable  records 
provided  by  you,  will  be  used  to  determine 
your  production  to  count.  Failure  to  give 
timely  notice  that  production  will  be  sold  by 
direct  marketing  will  result  in  an  appraised 


amoimt  of  production  to  count  of  not  less 
than  the  pi^uction  guarantee  per  acre  if 
such  failure  results  in  our  inability  to  make 
the  required  appraisal. 

(b)  If  you  intend  to  claim  an  indemnity  on 
any  unit,  you  must  notify  us  before  beginning 
to  harvest  any  damaged  production  so  that 
we  may  have  an  opportunity  to  inspect  it. 

You  must  not  sell  or  dispose  of  the  damaged 
crop  until  after  we  have  given  you  written 
consent  to  do  so.  If  you  foil  to  meet  the 
requirements  of  this  section,  all  such 
production  will  be  considered  imdamaged 
and  included  as  production  to  count. 

11.  Settlement  of  Claim 

(a)  We  will  determine  your  loss  on  a  unit 
basis.  In  the  event  you  are  unable  to  provide 
acceptable  production  records: 

(1)  For  any  optional  unit,  we  will  combine 
all  optional  units  for  which  such  production 
records  were  not  provided;  or 

(2)  For  any  basic  unit,  we  will  allocate  any 
commingled  production  to  such  units  in 
proportion  to  our  liability  on  the  harvested 
acreage  for  each  unit. 

(b)  In  the  event  of  loss  or  damage  covered 
by  this  policy,  we  will  settle  your  claim  by: 

(1)  Multiplying  the  insured  acreage  for 
each  crop,  or  variety  if  applicable,  by  its 
respective  production  guarantee; 

(2)  Multiplying  the  results  of  section 
11(b)(1)  by  the  respective  price  election  for 
each  crop,  or  variety,  if  applicable; 

(3)  Totaling  the  results  of  section  11(b)(2); 

(4)  Multiplying  the  total  production  to  be 
counted  of  each  variety,  if  applicable  (see 
section  11(c)),  by  the  respective  price 
election; 

(5)  Totaling  the  results  of  section  11(b)(4); 

(6)  Subtracting  this  result  of  section 
11(b)(5)  from  the  result  of  section  11(b)(3); 
and 

(7)  Multiplying  the  result  of  section 
11(b)(6)  by  your  share; 

(c)  The  total  production  to  count  (in 
cartons)  from  all  insurable  acreage  on  the 
unit  will  include: 

(1)  All  appraised  production  as  follows: 

(i)  Not  less  than  the  production  guarantee 
per  acre  for  acreage: 

(A)  That  is  abandoned; 

(B)  For  which  you  fail  to  provide 
acceptable  production  records; 

(C)  That  is  damaged  solely  by  uninsured 
causes;  or 

(D)  From  which  production  is  sold  by 
direct  marketing,  if  direct  marketing  is 
specifically  permitted  by  the  Special 
Provisions  or  a  written  agreement,  and  you 
fail  to  meet  the  requirements  contained  in 
section  10; 

(ii)  Production  lost  due  to  uninsured 
causes; 

(iii)  Unharvested  production  determined  to 
be  marketable  as  fresh  packed  fruit;  and 

(iv)  Potential  production  on  insured 
acreage  that  you  intend  to  abandon  or  no 
longer  care  for,  if  you  and  we  agree  on  the 
appraised  amount  of  production.  Upon  such 
agreement,  the  insurance  period  for  that 
acreage  will  end.  If  you  do  not  agree  with  our 
appraisal,  we  may  defer  the  claim  only  if  you 
agree  to  continue  to  care  for  the  crop.  We  will 
then  make  another  appraisal  when  you  notify 
us  of  further  damage  or  that  harvest  is  general 
in  the  area  unless  you  harvested  the  crop,  in 


which  case  we  will  use  the  harvested 
production.  If  you  do  not  continue  to  care  for 
the  crop,  our  appraisal  made  prior  to 
deferring  the  claim  will  be  used  to  determine 
the  production  to  count; 

(2)  All  harvested  production  marketed  as 
fresh  packed  fruit  from  the  insurable  acreage; 
and 

(3)  All  citrus  that  was  disposed  of  or  sold 
without  an  inspection  or  written  consent. 

(d)  Any  production  will  be  considered 
marketed  or  marketable  as  firesh  packed  fruit 
unless,  due  solely  to  insured  causes,  such 
production  was  not  marketed  or  marketable 
as  frush  packed  fruit. 

(e)  Citrus  that  cannot  be  marketed  as  frush 
packed  fruit  due  to  insurable  causes  will  not 
be  considered  production  to  count. 

(f)  If  we  determine  that  frost  protection 
equipment  was  not  properly  utilized  or  not 
properly  reported,  the  indemnity  for  the  unit 
will  be  reduced  by  the  percentage  of 
premium  reduction  allowed  for  frrost 
protection  equipment.  You  must,  at  our 
request,  provide  us  records  showing  the  start- 
stop  times  by  date  for  each  period  the  frust 
protection  equipment  was  used. 

12.  Written  Agreement 

Designated  terms  of  this  policy  may  be 
altered  by  written  agreement  in  accordance 
with  the  following: 

(a)  You  must  apply  in  writing  for  each 
written  agreement  no  later  than  the  sales 
closing  date,  except  as  provided  in  section 
12(e); 

(b)  The  application  for  written  agreement 
must  contain  all  terms  of  the  contract 
between  you  and  us  that  will  be  in  effect  if 
the  written  agreement  is  not  approved; 

(c)  If  approved,  the  written  agreement  will 
include  all  variable'terms  of  the  contract, 
including,  but  not  limited  to,  crop  type  or 
variety,  the  guarantee,  premium  rate,  and 
price  election; 

(d)  Each  written  agreement  will  only  be 
valid  for  one  year  (If  the  written  agreement 
is  not  specifrcally  renewed  the  following 
year,  insurance  coverage  for  subsequent  crop 
years  will  be  in  accordance  with  the  printed 
policy);  and 

(e)  An  application  for  written  agreement 
submitted  after  the  sales  closing  date  may  be 
approved  if,  after  a  physical  inspection  of  the 
acreage,  it  is  determined  that  no  loss  has 
occurred  and  the  crop  is  insurable  in 
accordance  with  the  policy  and  written 
agreement  provisions. 

Signed  in  Washington,  D.C.,  on  August  22, 
1996. 

Kenneth  D.  Ackerman, 

Manager,  Federal  Crop  Insurance 
Corporation. 

(FR  Doc.  96-21893  Filed  8-27-96;  8:45  am) 
BtLUNG  CODE  3410-FA-P 
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Agricultural  Marketing  Service 

7CFRPart956 

[FV96-056-1  FR] 

Sweet  Onions  Grown  in  the  Walla 
Walla  Valley  of  Southeast  Washington 
and  Northeast  Oregon;  Establishment 
of  Handler  Reporting  Requirements 
and  Interest  Charges  on  Overdue 
Assessment  Payments 

AGENCY:  Agricultural  Marketing  Service, 
USDA. 

ACTION:  Final  rule. 

summary:  This  final  rule  establishes 
handler  reporting  requirements  and 
establishes  interest  charges  on  overdue 
assessments.  This  rule  will  contribute  to 
the  efficient  operation  of  the  program  by 
helping  4o  ensure  that  assessments  are 
available  in  a  timely  manner  to  cover 
budgeted  expenses  incurred  imder  the 
marketing  order.  The  Walla  Walla  Sweet 
Onion  Committee  (Conunittee)  believes 
that  these  actions  are  the  only 
alternatives  available  to  ensiire  timely 
payments  of  assessments.  These  actions 
are  expected  to  reduce  the  need  for 
compliance  efforts  and  thereby  reduce 
the  costs  to  administer  the  order. 
EFFECTIVE  DATE:  August  29, 1996. 

FOR  FURTHER  INFORMATION  CONTACT: 
Robert  J.  Curry,  Marketing  Specialist. 
Northwest  Marketing  Field  Office, 
Marketing  Order  Administration 
Branch,  Fruit  and  Vegetable  Division, 
AMS,  USDA,  1220  SW  Third  Avenue, 
room  369,  Portland,  Oregon  97204- 
2807;  telephone;  (503)  326-2724;  or 
Robert  F.  Matthews,  Marketing 
Specialist,  Marketing  Order 
Administration  Branch,  Fruit  and 
Vegetable  Division,  AMS,  USDA,  PO 
Box  96456,  room  2523— S,  Washington, 
DC  20090-6456;  telephone:  (202)  690- 
0464.  Small  businesses  may  request 
information  on  compliance  with  this 
regulation  by  contacting:  Jay  Guerber, 
Marketing  Order  Administration 
Branch,  PO  Box  96456,  room  2523-S, 
Washington,  DC  29909-  6456;  telephone 
(202)  720-2491,  FAX  (202)  720-5698. 
SUPPLEMENTARY  INFORMATION:  This  rule 
is  effective  under  Marketing  Agreement 
and  Order  No.  956  (7  CFR  part  956), 
regulating  the  handling  of  sweet  onions 
grown  in  the  Walla  Wdla  Valley  of 
southeast  Washington  and  northeeist 
Oregon,  hereinafter  referred  to  as  the 
“order.”  The  order  is  authorized  by  the 
Agricultmral  Marketing  Agreement  Act 
of  1937,  as  amended  (7  U.S.C.  601-674), 
hereinafter  referred  to  as  the  “Act.”  This 
final  rule  was  recommended  by  the 
Committee  ,  the  agency  responsible  for 
the  local  administration  of  the 


meirketing  order  for  sweet  onions  grown 
in  the  Walla  Walla  Valley. 

The  Department  of  Agriculture 
(Department)  is  issuing  this  rule  in 
conformance  with  Executive  Order 
12866. 

This  final  rule  has  been  reviewed 
under  Executive  Order  12988,  Civil 
Justice  Reform.  It  is  not  intended  to 
have  retroactive  effect.  If  adopted,  the 
rule  will  not  preempt  any  State  or  local 
laws,  regulations,  or  policies,  unless 
they  present  an  irreconcilable  conflict 
with  the  proposal. 

The  Act  provides  that  administrative 
proceedings  must  be  exhausted  before 
parties  may  file  smt  in  court.  Under 
section  608c(15)(A)  of  the  Act,  any 
handler  subject  to  an  order  may  file 
with  the  Sectary  a  petition  stating  that 
the  order,  any  provision  of  the  order,  or 
any  obligation  imposed  in  connection 
with  the  order  is  not  in  accordance  with 
law  and  request  a  modification  of  the 
order  or  to  be  exempted  therefit>m.  A 
handler  is  afforded  the  opportimity  for 
a  hearing  on  the  petition.  After  the 
hearing  the  Secretary  would  rule  on  the 
petition.  The  Act  provides  that  the 
district  court  of  the  United  States  in  any 
district  in  which  the  handler  is  an 
inhabitant,  or  has  his  or  her  principal 
place  of  business,  has  jurisdiction  to 
review  the  Secretary’s  ruling  on  the 
petition,  provided  an  action  is  filed  not 
later  them  20  days  after  the  date  of  the 
entry  of  the  ruling. 

Pursuant  to  requirements  set  forth  in 
the  Regulatory  Flexibility  Act  (RFA),  the 
AMS  has  considered  the  economic 
impact  of  this  action  on  small  entities. 

The  purpose  of  the  RFA  is  to  fit 
regulatory  actions  to  the  scale  of 
business  subject  to  such  actions  in  order 
that  small  businesses  will  not  be  imduly 
or  disproportionately  burdened. 
Marketing  orders  issued  pursuant  to  the 
Act,  and  rules  issued  thereunder,  are 
unique  in  that  they  are  brought  about 
through  group  action  of  essentially 
small  entities  acting  on  their  own 
behalf.  Thus,  both  statutes  have  small 
entity  orientation  and  compatibility. 

There  are  approximately  30  handlers 
of  Walla  Walla  Sweet  Onions  subject  to 
regulation  imder  the  marketing  oi^er 
and  approximately  50  producers  in  the 
regulated  production  area.  Small 
agricultural  service  firms  have  been 
defined  by  the  Small  Business 
Administration  (13  CFR  121.601)  as 
those  having  annual  receipts  of  less  than 
$5,000,000,  and  small  agricultural 
producers  are  defined  as  those  whose 
annual  receipts  are  less  than  $500,000. 
The  majority  of  Walla  Walla  Sweet 
Onion  handlers  and  producers  may  be 
classified  as  small  entities. 


This  final  rule  establishes  interest 
charges  on  overdue  assessments  and 
establishes  handler  reporting 
requirements. 

This  final  rule  will  contribute  to  the 
efficient  operation  of  the  program  by 
helping  to  ensure  that  assessments  are 
available  in  a  timely  manner  to  cover 
budgeted  expenses  incurred  under  the 
marketing  o^er.  Those  persons  large 
and  small  who  pay  in  a  timely  manner 
will  not  be  subject  to  an  interest  charge. 
The  changes  establisthing  interest 
charges  are  expected  to  reduce  the  need 
for  compliance  efforts  emd  thereby 
reduce  the  costs  to  administer  the  order 
which  will  benefit  all  persons  who  are 
suUect  to  assessments. 

Tne  preparation  of  one  form  one  time 
each  year  with  shipment  information 
should  not  constitute  a  significant 
burden  on  a  business  unit,  small  or 
large.  The  estimated  reporting  burden 
per  response  is  0.323  hours.  In  addition, 
gift  box  and  roadside  stand  sales  are 
exempt  fit)m  reporting  the  region  to 
which  shipments  are  made,  which 
should  be  particularly  favorable  to  small 
entities. 

Therefore,  the  AMS  has  determined 
that  this  action  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

The  Committee  meets  prior  to  each 
season  to  consider  recommendations  for 
modification,  suspension,  or 
termination  of  the  regulatory 
requirements  for  WaUa  Walla  Sweet 
Onions.  Committee  meetings  are  open  to 
the  public  and  interested  persons  may 
express  their  views  at  these  meetings. 
The  Department  reviews  Committee 
recommendations  and  information 
submitted  by  the  Committee  and  other 
available  information,  and  determines 
whether  modification,  suspension,  or 
termination  of  the  regulatory 
requirements  tends  to  effectuate  the 
declared  policy  of  the  Act. 

At  its  February  15, 1996,  meeting  the 
Committee  unanimously  recommended 
the  addition  of  administrative  rules  and 
regulations  that  provide  a  late  payment 
charge  for  delinquent  assessments  and  a 
rej^rting  requirement  for  handlers. 

The  Act  provides  that  each  handler 
shall  pay  to  the  Committee  such 
handler’s  pro  rata  share  of  Committee 
expenses  ffiat  the  Secretary  finds  are 
reasonable  and  likely  to  be  incurred  for 
the  maintenance  and  functioning  of  the 
Committee. ‘Section  956.42  authorizes 
the  Committee  to  levy  assessments  on 
handlers  of  Walla  Walla  Sweet  Onions 
to  cover  each  handler’s  share  of 
Committee  expenses. 

Section  956.42(f)  provides  the 
authority  for  the  Committee  to  impose, 
with  the  approval  of  the  Secreteiry,  a  late 
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payment  or  an  interest  charge  on 
handlers  who  fail  to  pay  any  assessment 
in  a  timely  manner.  This  final  rule 
establishes  an  interest  charge  of  V/it 
percent  per  month  to  be  applied  to  any 
assessment  balance  remaining  impend 
on  October  1  of  each  year. 

The  Committee  depends  upon 
handler  assessments  for  operating 
funds.  Leist  year,  the  first  season  of 
operation  of  the  order,  some  handlers 
were  late  with  their  assessment 
payments,  with  fewer  than  half 
submitting  their  assessment  payments 
when  due.  When  assessments  are  not 
paid  in  a  timely  manner,  the  handlers 
paying  assessments  on  time  are  placed 
in  an  unfair  situation  compared  to  the 
delinquent  handlers. 

As  part  of  its  collection  efforts,  the 
Committee  requested  delinquent 
handlers  to  promptly  submit  assessment 
payments.  However,  such  requests  did 
not  substantially  hasten  the  payment  of 
such  delinquent  assessments,  a  few  of 
which  were  over  120  days  delinquent. 
To  facilitate  the  collection  of 
assessments  needed  for  the  maintenance 
and  functioning  of  the  Committee,  the 
Committee  recommended  the 
estabUshment  of  an  interest  charge  of 
IV2  percent  per  month  to  be  applied  to 
assessment  Glances  unpaid  after  30 
days.  Annual  assessments  are  due  from 
hemdlers  on  September  1.  The  IV2 
percent  interest  charge  will  be  applied 
monthly,  after  September  30,  to  the 
unpaid  balance,  including  emy 
accumulated  interest. 

This  change  is  intended  to  encourage 
handlers  to  pay  their  assessments  when 
due,  thereby  eliminating  potential 
inequities  towards  handlers  who  pay 
their  assessments  on  time.  It  contributes 
to  the  efficient  operation  of  the  program 
by  ensuring  that  adequate  funds  are 
available  to  cover  expenses  incurred 
under  the  marketing  order. 

Section  956.80  provides  authority  for 
the  Committee,  with  the  approval  of  the 
Secretary,  to  require  that  each  handler 
furnish  to  the  Committee,  in  such 
manner  and  at  such  time  as  it  may 
prescribe,  such  reports  and  other 
information  as  may  be  necessary  for  the 
Committee  to  perform  its  duties  under 
the  marketing  order. 

Pursuant  to  this  authority,  this  final 
rule  also  establishes  a  requirement  that 
each  handler  submit  an  annual  report, 
on  a  form  provided  by  the  Committee, 
showing  their  weekly  and  total  yearly 
shipments  of  Walla  Walla  Sweet  Onions 
by  geographical  region.  The  annual 
handler  reporting  requirement  will 
provide  the  Committee  with  statistical 
information  regarding  total  industry 
shipments  which  will  be  useful  to  the 
Committee  in  developing  a  budget  and 


in  making  marketing  and  promotion 
plans  for  the  upcoming  season.  The 
form  includes  the  total  number  of  50 
pound  equivalents  of  Walla  Walla  Sweet 
Onions  shipped  during  each  week  of  the 
shipping  season  and  an  end  of  season 
total.  The  form  will  also  require 
handlers  to  indicate  the  geographical 
regions  to  which  onions  are  shipped. 
Information  on  the  geographical  region 
to  which  shipments  are  made  will  be 
useful  to  the  Committee  in  planning  * 
marketing  and  promotional  activities. 
The  Committee  has  drawn  up 
boundaries  of  11  geographiced  regions  to 
help  it  in  developing  its  marketing  and 
promotional  plans.  To  effectively 
promote  and  market  Walla  Walla  Sweet 
Onions,  knowledge  of  market  conditions 
and  access  to  accurate  statistical 
information  is  invaluable.  The 
Committee  recommended  that  handlers 
be  exempt  from  having  to  indicate  the 
geograpUcal  region  to  where  the  onions 
were  shipped  when  making  roadside 
stand  and  gift  box  sales.  The  Committee 
feels  that  having  to  report  the 
geographical  region  sUpped  for  every 
bag  of  onions  sold  in  these  outlets  will 
be  burdensome  to  handlers  making  such 
sh^ments. 

The  form  also  requires  handlers  to 
provide  their  name  and  address  to 
properly  identify  the  firm,  as  a  basis  for 
verifying  compliance  with  the 
assessment  provisions  of  the  order. 

In  addition  to  marketing  and 
promotion  planning,  the  information  on 
the  form  will  help  compliance  efforts  by 
keeping  the  Committee  informed  of 
handlers’  operations.  It  will  enable  the 
Committee  manager  to  become  aware  of 
potential  problems  and  discuss  them 
with  the  handlers  involved  before 
violations  occur,  thus  reducing  the  need 
for,  and  the  expense  of,  compUance 
action  by  the  Committee  and  the 
H^artment. 

To  implement  these  changes,  a  new 
Subpart — ^Rules  and  Regulations  is 
added  to  part  956.  Sections  956.142 
Interest  charges.,  and  956.180  Reports. 
are  included  in  that  subpart. 

The  proposed  rule  concerning  these 
actions  was  published  in  the  July  15, 
1996,  Federal  Registn-  (61  FR  36827), 
with  a  15-day  comment  period  ending 
July  30, 1996.  No  comments  were 
received. 

The  proposed  rule  also  announced 
that  AMS  intended  to  request  a  revision 
to  the  currently  approved  information 
collection  for  Walla  Walla  Sweet  Onions 
under  the  Paperwork  Reduction  Act  of 
1955  (44  U.S.C.  Chapter  35).  The 
reidsion  of  the  approved  information 
collection  is  necessary  to  cover  the  new 
annual  shipment  report  to  be  submitted 
by  handlers  to  the  Committee. 


Comments  concerning  this  revision 
must  be  received  not  later  than 
September  13, 1996. 

Because  there  is  insufficient  time  for 
normal  clearance  procedures,  AMS  has 
received  temporary  approval  from  the 
Office  of  Management  and  Budget 
(OMB)  for  the  use  of  this  form  for  the 
1996  shipping  season.  The  form  has 
been  added  to  the  other  5  forms 
currently  approved  for  use  under  OMB 
Number  0581-0172.  The  information 
collection  revision  will  be  sent  to  OMB 
for  final  approval  after  September  13, 
1996.  All  comments  received  on  the 
revision  will  be  summarized  and 
included  in  the  request  for  final  OMB 
approval. 

After  consideration  of  all  relative 
material  presented,  including  the 
committee’s  recommendation,  and  other 
available  information,  it  is  hereby  found 
that  this  final  rule,  as  hereinafter  set 
forth,  will  tend  to  effectuate  the 
declared  policy  of  the  Act. 

It  is  huffier  found  that  good  cause 
exists  for  not  postponing  the  effective 
date  of  this  action  until  30  days  after 
publication  in  the  Federal  Register 
because:  (1)  This  rule  should  be 
effective  promptly  so  the  (Committee  can 
gather  information  on  shipments  prior 
to  the  September  1  assessment  billing 
date;  (2)  this  rule  was  unanimously 
recommended  at  a  public  meeting  and 
all  interested  persons  had  an 
opportunity  to  express  their  views  and 
provide  input;  and  (3)  Walla  Walla 
Sweet  Onion  handlers  are  aware  of  this 
rule  and  need  no  additional  time  to 
comply  with  the  requirements. 

List  of  Subjects  in  7  CFR  Part  956 

Marketing  agreements.  Onions, 
Reporting  and  recordkeeping 
requirements. 

For  the  reasons  set  forth  in  the 
preamble,  7  CFR  part  956  is  amended  as 
follows: 

PART  956— SWEET  ONIONS  GROWN 
IN  THE  WALLA  WALLA  VALLEY  OF 
SOUTHEAST  WASHINGTON  AND 
NORTHEAST  OREGON 

1.  The  authority  citation  for  7  CFR 
part  956  continues  to  read  as  follows: 

Authority:  7  U.S.C.  601-674. 

2.  A  new  Subpart — Rules  and 
Regulations  consisting  of  sections 
956.142  and  956.180  are  added  to  read 
as  follows: 

Subpart — Rules  and  Regulations 

§  956.142  Interest  charges. 

The  Committee  shall  impose  an 
interest  charge  on  any  handler  who  fails 
to  pay  his  or  her  annual  assessments 


44152  Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Rules  and  Regulations 


within  thirty  (30)  days  of  the  due  date 
of  September  1.  The  interest  charge 
shall,  after  30  days,  be  IV^  percent  of  the 
unptaid  assessment  balance.  In  the  event 
the  handler  fails  to  pay  the  delinquent 
assessment  amoimt  within  60  days 
following  the  due  date,  the  1  Vz  percent 
interest  ^arge  shall  be  applied  monthly 
thereafter  to  the  impaid  ^ance, 
including  any  accmnulated  interest. 

Any  amoimt  paid  by  a  handler  as  an 
assessment,  including  any  charges 
imposed  pursuant  to  this  paragraph, 
shdl  be  credited  when  the  payment  is 
received  in  the  Committee  office. 

$956,180  Reports. 

Each  handler  shall  furnish  to  the 
Committee  by  September  1  of  each  year 
an  annual  report  containing  the 
following  information,  except  that  gift- 
box  and  roadside  stand  sales  shall  be 
exempt  from  paragraph  (b): 

(a)  The  number  of  50  lb.  equivalents 
of  Walla  Walla  Sweet  Onions  shipped 
by  each  handler  during  each  week  of  the 
sMpping  season  and  the  total  for  the 
season; 

(b)  The  geographical  regions  as 
defined  by  the  Committee  to  which  each 
shipment  is  made;  and 

(c)  The  name,  address,  and  signature 
of  each  handler. 

Dated:  August  22, 1996. 

Robert  C  Keeney, 

Director,  Fruit  and  Vegetable  Division. 

(FR  Doc.  96-21958  Filed  6-27-96;  8:45  am] 
BNJJNO  CODE  3410-02-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14CFR  Partis 

pocket  No.  27873;  Arndt  No.  13-26] 

RiN  212&-AF36 

Civii  Penalties:  Streamlined 
Enforcement  Procedures  for  Certain 
Security  Violations 

AGENCY:  Federal  Aviation 
Administration  (FAA),  (DOT). 

ACTION:  Final  rule. 

SUMMARY:  This  final  rule  establishes 
streamlined  procedures  to  be  used  to 
process  civil  penalty  enforcement 
actions  resulting  from  certain  seciuity 
violations.  The  procedures  were  tested 
as  a  result  of  recommendations  made  by 
the  Vice  President’s  National 
Performance  Review.  This  streamlined 
enforcement  process  will  reduce  costs 
and  improve  efficiency  in  factually 
uncomplicated  cases. 


EFFECTIVE  DATE:  This  final  rule  is 
effective  August  26, 1996, 

FOR  FURn«R  INFORMATION  CONTACT: 

Brian  R.  Reed,  Attorney,  Enforcement 
Division  (AG&-320),  Federal  Aviation 
Administration,  800  Independence 
Ave.,  SW.,  Washington,  DC  20591; 
telephone  (202)  267-7158. 
SUPPLEMENTARY  INFORMATION:  The 
changes  in  this  rule  involve  matters  of 
agency  organization,  procedure,  and 
practice  only.  While  notice  and  public 
comment  are  not  required,  the  rule 
changes  are  being  adopted  after 
publishing  notice  of  a  temporary  Special 
Federal  Aviation  Regulation  (SFAR), 
which  was  implemented  to  test  the 
procedures.  Public  comment  was 
invited.  Two  comments  were  received. 

The  first  commenter  recommended 
that  all  actions  taken  against  airmen 
under  the  streamlined  procedures  be 
appealable  to  the  National 
Transportation  Safety  Board  (NTSB). 

The  streamlined  procedures  cont£uned 
in  this  rule  do  not,  however,  address  the 
jurisdiction  of  the  NTSB.  Therefore,  the 
suggestion  is  beyond  the  scope  of  this 
rule. 

The  second  cormnenter  suggested  that 
the  streamlined  procedures  be  used  only 
in  instances  where  the  respondent  has 
admitted  the  violation  because  the 
procedures  do  not  require  legal  review 
before  an  enforcement  action  is 
initiated.  The  commenter  expressed 
concern  that  those  initiating  the  cases 
would  lack  the  qualifications  to  conduct 
an  appropriate  review  of  an  enforcement 
investigative  report  in  order  to 
determine  whedier  the  FAA’s 
allegations  have  been  substantiated. 

In  response,  the  FAA  notes  that  the 
streamlined  procedures  only  allow  for 
initiation  of  factually  uncomplicated 
cases  without  initial  legal  review.  Any 
investigation  revealing  that  an  alleged 
violator  denies  the  violation  occurred 
would  be  too  factually  complicated  for 
use  of  the  procedines,  and  ffie  case 
would  be  referred  to  the  appropriate 
Assistant  Chief  Coimsel’s  office  for 
review.  Additionally,  the  evidence  used 
in  the  cases  affected  by  the  streamlined 
procedures  tends  to  be  uncontroverted 
evidence  contained  in  police  records 
and  airport  documentation,  as  well  as 
screener  and  respondent  statements. 
FAA  security  agents  have  been  trained 
to  refer  any  case  that  contains 
contradictory  evidence  to  the  legal 
office  for  initiation  of  an  enforcement 
action. 

Availability  of  Regulation 

Any  person  may  obtain  a  copy  of  this 
final  rule  by  submitting  a  request  to  the 
Federal  Aviation  Administration,  Office 


or  Rulemaking,  ARM-1,  800 
Independence  Avenue,  SW., 
Washington,  DC  20591,  or  by  calling 
(202)  267-9677.  Requests  must  include 
the  amendment  or  docket  number. 

An  electronic  copy  of  this  document 
may  be  downloaded  using  a  modem  and 
suitable  communications  software  frrom 
the  Federal  Register  electronic  bulletin 
board  service  (telephone:  202-512- 
1661)  or  the  FAA’s  Aviation 
Rulemaking  Advisory  Committee 
Bulletin  Bo^  service,  at  the  toU-fr^ 
number  1-600-322-2722  (1-800-FAA- 
ARAC).  Internet  users  may  reach  the 
Feder^  Register’s  web  page  at: 
http://www.access.gpo.gov./su _ docs 

Persons  interested  in  being  placed  on 
a  mailing  list  for  future  rulemaking 
actions  should  request  a  copy  of 
Advisory  Circuit  11— 2 A,  Notice  of 
Proposed  Rulemaking  Distribution 
System,  which  describes  the  application 
procedure. 

Background 

Under  49  U.S.C.  46301(d>,  the  FAA 
has  authority  to  assess  civil  penalties 
not  to  exceed  $50,000  for  certain 
violations  of  49  U.S.C.  Subtitle  Vin,  the 
FAA’s  regulations  (14  CFR  parts  1-199), 
and  certain  other  statutes  and  orders 
(see  49  U.S.C.  Subtitle  III,  Chapter  51). 

In  the  case  of  persons  other  than  those 
acting  as  a  pilot,  flight  engineer, 
mech^c,  or  repairman,  ffie  procedures 
for  civil  penalty  assessment  actions  are 
those  contained  in  section  13.16  and 
part  13,  subpart  G  of  the  FAA’s 
regulations.  The  current  civil  penalty 
assessment  process  for  these  actions  is 
outlined  as  follows: 

During  the  investigation  phase  of  an 
enforcement  action,  FAA  investigative 
personnel  ordinarily  notify  alleged 
violators  of  an  agency  investigation  by 
issuing  a  letter  of  investigation.  This 
notification  is  described  in  FAA  Order 
2150.3A,  Compliance  and  Enforcement 
Program,  but  is  not  required  by  statute, 
regulation,  or  that  order.  Following  an 
investigation,  a  civil  penalty  may  ^ 
assessed  against  individuals  only  after 
notice  of  the  proposed  charges  and  an 
opportunity  for  a  hearing.  'I^s  process 
is  begun  by  issuing  a  notice  of  proposed 
civil  penalty  to  an  alleged  violator 
(respondent).  Section  13.16(c)  delegates 
the  authority  to  the  FAA’s  Deputy  Chief 
Coimsel  and  certain  Assistant  Chief 
Counsel  in  the  regions,  centers,  and 
headquarters  to  issue  such  notices. 

Respondents  have  several  options  to 
respond  to  the  notice  of  proposed  civil 
penalty.  The  person  charged  with  a 
violation  is  required  to  do  one  or  more 
of  the  following: 
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(1)  Submit  the  amoimt  of  the 
proposed  civil  penalty  or  an  agreed- 
upon  amount. 

(2)  Submit  written  information 
demonstrating  that  the  violation  did  not 
occiu,  or  that  a  penalty  or  the  penalty 
amovmt  is  not  warranted  under  the 
circumstances. 

(3)  Submit  a  written  request  for  a 
reduction  of  the  proposed  civil  penalty, 
including  the  amount  of  reduction  along 
with  supporting  reasons  and 
documentation,  such  as  records 
indicating  a  financial  inability  to  pay 
the  proposed  penalty. 

(4)  Submit  a  written  request  for  an 
informal  conference  to  discuss  the 
matter  with  an  agency  attorney  and 
submit  relevant  information  or 
documents. 

(5)  Request  a  hearing  before  an 
administrative  law  judge  (ALJ)  of  the 
Department  of  Transportation  (DOT) 
Office  of  Hearings. 

If  a  respondent  does  not  respond  to 
the  notice  of  proposed  civil  penalty,  or 
chooses  to  proceed  informally  in 
response  to  a  notice  of  proposed  civil 
penalty  and  the  matter  is  not  resolved, 
the  FAA  attorney  then  serves  a  final 
notice  of  proposed  civil  penalty.  The 
respondent  must  either  request  a 
hearing  before  an  ALJ  or  pay  the  amoimt 
of  the  proposed  civil  penalty,  or  an 
agreed-upon  amount,  within  15  days  of 
receipt  of  the  final  notice.  If  the 
respondent  does  not  respond  to  the  final 
notice  within  the  15-day  period,  the 
FAA  attorney  serves  an  order  assessing 
civil  penalty,  which  contains  a  finding 
of  violation  and  assesses  a  civil  penalty. 
That  order  is  final  and  not  appealable. 

On  September  7, 1993,  the  Vice 
President’s  National  Performance 
Review  published  a  report  entitled 
“From  Red  Tape  to  Results:  Creating  a 
Government  that  Works  Better  and  Costs 
Less.”  That  report  included  a 
recommendation  that  the  FAA 
streamline  its  civil  penalty  enforcement 
program  by  eliminating  several  of  the 
procedural  steps  it  takes  to  issue  civil 
penalties  in  certain  minor,  uncontested 
cases.  The  FAA  has  determined  that 
streamlined  procedures  would  be  most 
appropriately  applied  to  those  legal 
enforcement  actions  that  facially  appear 
to  be  simple  and  factually 
straightforward. 

On  August  26, 1994,  the  FAA  issued 
a  Special  Federal  Aviation  Regulation 
(SFAR)  that  adopted  interim  changes  to 
the  current  rules  governing  procedures 
and  delegation  of  authority  that  were 
designed  to  enhance  the  efficiency  and 
effectiveness  of  the  processing  of  civil 
penalty  assessment  actions  in  these 
types  of  cases.  After  testing  the 
procedures  for  1  year,  the  FAA  found 


that  the  streeimlined  enforcement 
process  reduced  costs  and  improved 
efficiency;  the  FAA  also  believes  that 
safety  was  enhanced  by  the  swift 
processing  of  these  enforcement  actions 
within  reduced  time  frames. 

In  addition  to  shortening  the  time  for 
initiating  certain  cases,  the  test  program 
encouraged  prompt  settlement  of 
proposed  civil  penalties  in  these  cases. 
The  program  did  not  eliminate  an 
individual’s  opportunity  to  request  a 
hearing  or  otherwise  contest  a  proposed 
civil  penalty.  This  SFAR  was  made 
effective  for  two  years,  and  expires  on 
August  26, 1996  or  upon  publication  of 
this  rule,  whichever  occurs  first. 

Discussion  of  Rule 

Scope:  These  regulatory  changes  will 
affect  civil  penalty  assessment  actions 
resulting  firom  factually  imcomplicated 
violations  by  individuals  presenting 
dangerous  or  deadly  weapons  for 
screening  at  lurports  or  in  checked 
baggage,  for  which  a  civil  penalty  less 
than  $5,000  is  proposed.  While  the  FAA 
considers  these  violations  to  be  serious, 
the  initial  evaluation  and  processing  of 
these  cases  tends  to  be  imcomplicated. 
Violations  of  weapons  prohibitions,  on 
the  other  hand,  for  which  a  penalty  of 
$5,000  or  more  is  sought  ordinarily  are 
more  factually  complex  and  involve 
evidence  of  several  aggravating  factors. 
As  a  result,  these  cases  tend  to  he  more 
difficult  to  process,  and,  therefore, 
would  not  be  appropriate  for  handling 
under  these  procedures.  The  FAA  does 
not  intend  to  apply  these  procedures  to 
complex  civil  penalty  actions,  including 
factually  complicated  cases  under 
$5,000. 

Procedures  and  delegations:  Current 
enforcement  practice  will  undergo 
internal  poficy  change  as  well  as 
changes  resulting  froin  these 
procedures.  For  example,  the  FAA’s 
current  practice  of  ordinarily  issuing  to 
the  alleged  violator  a  letter  of 
investigation  seeking  information  about 
the  alleged  violation  will  be  dispensed 
with  in  cases  subject  to  this  rule. 
Experience  has  indicated  that  in  the 
majority  of  factually  clear, 
uncomplicated  cases,  the  respondent 
often  does  not  provide  additional 
relevant  information  that  is  not  already 
known  to  the  FAA.  The  information 
received  by  the  FAA  fi’om  local  law 
enforcement  offices  regarding  weapons 
violations  at  airport  screening 
checkpoints  tends  to  be  complete  and 
beyond  serious  dispute.  A  respondent, 
however,  will  continue  to  have  an 
opportunity  to  make  emy  statements  and 
submit  any  evidence  regarding  the 
alleged  violation  following  notification 
of  the  alleged  violation. 


Under  these  procedures,  FAA  regional 
Civil  Aviation  Security  Division 
Managers  and  Deputy  Division 
Managers,  instead  of  FAA  attorneys, 
will  initiate  a  legal  enforcement  action 
by  issuing  a  notice  of  violation  (NOV)  to 
the  respondent.  The  NOV  will  cite  the 
relevant  facts  and  circumstances 
pertaining  to  the  alleged  infarction  and 
will  include  a  proposed  civil  penalty 
amount.  The  authority  to  issue  NOV’s 
will  not  be  delegated  below  the  division 
level.  By  delegating  to  the  Office  of  Civil 
Aviation  Security  the  authority  to  send 
the  initial  notification  to  a  respondent  of 
an  alleged  violation,  the  FAA  believes 
that  it  can  reduce  significantly  the  time 
currently  expended  before  a  respondent 
is  given  this  notification.  The  name  and 
phone  number  of  a  security  agent 
involved  in  the  investigation  will  be 
included  in  the  NOV  in  case  the 
respondent  has  any  question  about  the 
action  being  proposed. 

The  NOV  will  serve  the  same  purpose 
that  the  notice  of  proposed  civil  penalty 
now  serves  under  current  procedures. 
The  NOV,  however,  will  include  the 
following  specific  information: 

(1)  A  description  of  the  alleged 
violation; 

(2)  The  proposed  amount  of  civil 
penalty; 

(3)  An  offer  of  settlement  of  the  case, 
if  appropriate,  as  described  below; 

(4)  The  name  and  phone  numher  of  an 
FAA  security  special  agent  involved  in  • 
the  investigation  of  the  violation; 

(5)  Info^ation  regarding  informal 
procedures;  and 

(6)  Information  on  how  to  request  a 
formal  hearing  before  a  DOT  ALJ. 

In  the  NOV,  the  agency  may  extend  to 
the  respondent  a  settlement  offer  to 
resolve  the  case  immediately  with  a 
reduction  of  the  proposed  civil  penalty, 
on  the  condition  either  that  the  penalty 
is  paid  within  30  days,  or,  within  30 
days,  the  respondent  agrees  to  execute 
a  promissory  note  for  the  penalty 
amount.  A  reduced  penalty  settlement 
offer  will  not  be  extended  in  cases  that 
involve  intentional  conduct,  repeated 
violations,  or  violations  associated  with 
felony  conduct  (other  than  possession  of 
the  weapon  itself). 

The  FAA  evaluated  the  test  program 
for  a  1-year  period,  firom  December  1, 
1994  through  December  1, 1995,  and 
discovered  that  swifter  notification  of  a 
violation,  coupled,  in  most  cases,  with 
an  immediate  offer  of  settlement, 
encouraged  quick  resolution  of  simple 
cases  and,  at  the  same  time,  had  no 
negative  impact  on  the  effectiveness  of 
the  enforcement  process.  As  a  result,  the 
program  was  expanded  to  all  airports  in 
each  of  the  FAA’s  domestic  regions  in 
January,  1996.  The  National 
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Performance  Review  studied  a  similar 
program  offered  by  the  Federal  Highway 
Administration  and  foimd  that 
approximately  40%  of  proposed  civil 
penalties  were  paid  in  this  manner 
within  30  days.  The  test  program  data 
evaluated  by  the  FAA  in^cates  that, 
during  the  l*year  evaluation  period, 
approximately  87%  of  proposed  civil 
penalties  processed  imder  these 
procedures  were  paid  within  90  days  of 
the  violation  date. 

The  provisions  of  the  Federal 
Aviation  Regidation  will  not  limit  a 
respondent’s  rights  in  any  way.  An 
inchvidual  may  choose  to  proceed  xmder 
the  current  informed  and  formal 
procedures,  including  requesting  an 
informal  conference  with  an  FAA 
attorney  or  formal  hearing  before  a  DOT 
ALJ.  If  the  FAA  and  respondent  are 
unable  to  resolve  the  case  informally,  or 
if  the  respondent  fails  to  respond  to  the 
NOV  within  30  days  after  receiving  it, 
a  final  notice  of  violation  and  civil 
penalty  assessment  order  (“final  notice 
and  order”)  will  be  issued  to  the 
respondent.  This  document  serves  two 
purposes: 

(1)  It  provides  a  second  opportunity 
for  the  respondent  to  request  a  hearing 
on  the  record  before  a  DOT  ALJ;  and 

(2)  It  becomes  an  order  assessing  a 
civil  penalty  if  the  respondent  pays  the 
civil  penalty  proposed  in  the  final 
notice  and  order,  or  the  respondent  does 
not  request  a  hearing  in  accordance  with 
the  final  notice  and  order  €md  fails  to 
pay  the  amount  of  the  proposed  civil 
penalty. 

This  streamlined  process  dispenses 
with  the  current  procedme  requiring  a 
separate  order  assessing  civil  penalty  to 
be  sent  to  the  respondent  when  the 
respondent  pays  the  amotmt  of  the  civil 
penalty  reflected  in  the  final  notice  of 
proposed  civil  penalty,  or  when  the 
respondent  fails  to  request  a  hearing  in 
accordance  with  the  &aal  notice  of 
proposed  dvil  penalty  and  fails  to  pay 
the  amount  of  the  proposed  dvil 
penalty.  Hie  final  disposition  of  the 
assessment  action  results  fitim  the 
respondent’s  ad  or  failure  to  ad  upon 
receipt  of  the  final  notice.  Issuance  of  a 
separate  document  entitled  “order 
assessing  dvil  penalty”  under  the 
existing  procedures  provides  no 
addition^  rights  of  notice  to  the 
respondent  that  is  not  otherwise  given 
in  the  final  notice  and  order  under  these 
procedures.  Accordingly,  elimination  of 
the  issuance  of  a  separate  order 
assessing  dvil  pendty  under  these 
circumstances  will  not  alter  the 
procedural  protections  afforded 
re^ondents. 

The  final  notice  and  order  will  be 
issued  by  an  appropriate  Assistant  Chief 


Coimsel.  The  final  notice  and  order  will 
result  in  either  a  dvil  penalty 
assessment  or  a  formal  hearing. 

Regulatory  Evaluation  Summary 

Changes  to  Federal  regulations  are 
required  to  undergo  several  economic 
analyses.  First,  Executive  Order  12866 
dire^  each  Federal  agency  to  propose 
or  adopt  a  regulation  only  upon  a 
reasoned  determination  that  the  benefits 
of  the  intended  regulation  justify  its 
costs.  Second,  the  Regulatory  Flexibility 
Act  of  1980  requires  agendes  to  analyze 
the  economic  effed  of  regulatory 
changes  on  small  entities.  Third,  the 
Office  of  Management  and  Budget 
direds  agencies  to  assess  the  effed  of 
regulatory  changes  on  international 
trade.  With  resped  to  this  rule,  the  FAA 
has  determined  that  it:  (1)  is  not  “a 
significant  regvilatory  action”  as  defined 
in  the  Executive  Order;  (2)  is  not 
significant  as  defined  in  the  Department 
of  Transportation’s  Regulatory  Polides 
and  Procedures;  (3)  will  not  have  a 
significant  impad  on  a  substantial 
nvunber  of  small  entities;  and  (4)  will 
not  constitute  a  barrier  to  international 
trade.  Therefore,  a  full  regulatory 
analysis,  which  includes  the 
identification  and  evaluation  of  cost- 
reducing  alternatives  to  this  rule,  has 
not  been  prepared.  Instead,  the  agency 
has  prepared  a  more  condse  analysis  of 
this  rule  which  is  presented  in  the 
following  paragraphs. 

The  rule  establishes  new  procedures 
to  be  implemented  nation-wide.  The 
procedures  cover  certain  dvil  penalty 
cases  against  individuals  submitting 
dangerous  or  deadly  weapons  for 
screening  at  airport  chec^oints  or  in 
checked  baggage.  The  rule  will  apply 
only  to  those  cases  that  fadally  appear 
to  be  simple  and  are  fadually 
straightforward,  and  that  are 
uncomplicated  to  process.  The  rule 
delegates  authority  to  program  office 
Division  and  Deputy  Division  managers 
to  initiate  legal  enforcement  actions  and 
reduces  the  number  of  documents 
issued  in  these  actions.  The  rule  in 
intended  to  streamline  the  agency’s  dvil 
penalty  enforcement  process  for  certain 
violations  by  processing  these  actions 
within  reduc^  time  frames. 

Cost 

There  will  be  no  costs  associated  with 
this  rule  because  it  consists  only  of 
changes  to  agency  rules  of  procedure  or 
practice  in  part  13  of  the  FAA’s 
regulations.  The  changes  do  not  impose 
any  new  economic  requirements  on  the 
affeded  parties. 


Benefits 

The  streamlined  procedures  will 
reduce  the  number  of  dociunents  to  be 
served  upon  individuals.  Additionally, 
this  rule  will  reduce  the  time  between 
the  violation  and  the  processing  of  the 
enforcement  action. 

Regulatory  Flexibility  Determination 

The  Regulatory  Flexibility  Ad  of  1980 
(RFA)  was  enaded  by  Congress  to 
ensiue  that  small  entities  are  not 
unnecessarily  and  disproportionately 
burdened  by  Federal  regvdations.  The 
RFA  requires  a  Regulatory  Flexibility 
Analysis  if  a  rule  will  have  “a 
significant  economic  impad  on  a 
substantial  munber  of  small  entities.” 
FAA  Order  2100.14A  outlines  FAA’s 
procedures  and  criteria  for 
implementing  the  RFA.  Small  entities 
are  defined  as  independently  owned 
and  operated  small  businesses  and 
small  not-for-profit  organizations. 
Because  this  rule  will  diredly  affect 
certain  individuals  (who  are  not  defined 
as  entities),  the  rules  will  not  have  a 
significant  economic  impad  on  a 
substantial  number  of  small  entities. 

International  Trade  Impad  Assessment 

Becavise  the  rule  only  will  affed 
certain  individuals,  it  will  not  constitute 
a  barrier  to  international  trade, 
including  the  export  of  American  goods 
and  services  to  foreign  coimtries  and  the 
import  of  foreign  goods  and  services  to 
the  United  States. 

Federalism  Implications 

The  rule  will  not  have  substantial 
dired  effects  on  the  states,  on  the 
relationship  between  the  national 
government  and  that  of  any  state,  or  on 
die  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  The  respondents 
affeded  by  the  amendments  are  private 
citizens,  not  state  governments. 
Therefore,  in  accordance  with  Executive 
Order  12612,  it  is  determined  that  this 
regulation  will  not  have  federalism 
implications  to  warrant  the  preparation 
of  a  Federalism  Assessment. 

Paperwork  Reduction  Ad 

This  rule  contains  no  information 
collection  requests  requiring  approval  of 
the  Office  of  Management  and  Budget 
piusuant  to  the  Paperwork  Reduction 
Ad  of  1980  (44  U.S.C.  3507  et  seq.). 

Condusion 

For  the  reasons  discussed  in  the 
preamble,  and  based  on  the  findings  in 
the  Regulatory  Flexibility  Determination 
and  the  International  Trade  Impad 
Analysis,  the  FAA  has  determined  that 
this  regulation  is  not  a  significant 
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regulatory  action  under  Executive  Order 
12866.  This  rule  is  not  considered 
significant  under  DOT  Regulatory 
Policies  and  Procedures  (44  FR  11034; 
February  26, 1979).  In  addition,  this  rule 
will  not  have  a  significant  economic 
impact,  positive  or  negative,  on  a 
substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act. 

List  of  Subjects  in  14  CFR  Part  13 

Administrative  practice  and 
procedure.  Air  transportation. 
Investigations,  Law  enforcement. 
Penalties. 

The  Amendments 

Accordingly,  the  Federal  Aviation 
Administration  amends  part  13  of  Title 
14,  Code  of  Federal  Regulations,  by 
adding  section  13.29,  as  follows: 

PART  13— INVESTIGATIVE  AND 
ENFORCEMENT  PROCEDURES 

1.  The  authority  citation  for  part  13 
continues  to  read  as  follows: 

Authority:  18  U.S.C.  6002;  49  U.S.C. 

106(g), 5121-5124,  40113-40114,  44103- 
44106,  44702-44703,  44709-^4710,  44713, 
46101-46110,  46301-46316,  46501-46502, 
46504-46507,  47106,  47111,  47122,  47306, 
47531-47532. 

2.  Section  13.29  is  added  to  read  as 
follows: 

§  13.29  Civil  penalties:  Streamlined 
enforcement  procedures  for  certain  security 
violations. 

This  section  may  be  used,  at  the 
agency’s  discretion,  in  enforcement 
actions  involving  individuals  presenting 
dangerous  or  deadly  weapons  for 
screening  at  airports  or  in  checked 
baggage  where  the  amoimt  of  the 
proposed  civil  penalty  is  less  than 
$5,000.  In  these  cases,  sections  13.16(a), 
13.16(c),  and  13.16  (f)  through  (1)  of  this 
chapter  are^used,  as  well  as  paragraphs 

(a)  through  (d)  of  this  section: 

(a)  Delegation  of  authority.  The 
authority  of  the  Administrator,  under  49 
U.S.C.  46301,  to  initiate  the  assessment 
of  civil  penalties  for  a  violation  of  49 
U.S.C.  Subtitle  W,  or  a  rule,  regulation, 
or  order  issued  thereunder,  is  delegated 
to  the  regional  Civil  Aviation  Security 
Division  Manager  and  the  regional  Civil 
Aviation  Security  Deputy  Division 
Manager  fur  the  purpose  of  issuing 
notices  of  violation  in  cases  involving 
violations  of  49  U.S.C.  Subtitle  VII  and 
the  FAA’s  regulations  by  individuals 
presenting  dangerous  or  deadly 
weapons  for  screening  at  airport 
checkpoints  or  in  checked  baggage.  This 
authority  may  not  be  delegated  below 
the  level  of  the  regional  Civil  Aviation 
Security  Deputy  Division  Manager. 


(b)  Notice  of  violation.  A  civil  penalty 
action  is  initiated  by  sending  a  notice  of 
violation  to  the  person  charged  with  the 
violation.  The  notice  of  violation 
contains  a  statement  of  the  charges  and 
the  amount  of  the  proposed  civil 
penalty.  Not  later  ^an  30  days  after 
receipt  of  the  notice  of  violation,  the 
person  charged  with  a  violation  shall: 

(1)  Submit  the  amount  of  the 
proposed  civil  penalty  or  an  agreed- 
upon  amoimt,  in  which  case  either  an 
order  assessing  a  civil  penalty  or  a 
compromise  order  shall  be  issued  in 
that  amoimt;  or 

(2)  Submit  to  the  agency  attorney 
identified  in  the  material  accompanying 
the  notice  emy  of  the  following: 

(i)  Written  information,  including 
documents  and  witness  statements, 
demonstrating  that  a  violation  of  the 
regulations  did  not  occur  or  that  a 
penalty  or  the  penalty  eunount  is  not 
warranted  by  the  circumstances;  or 

(ii)  A  written  request  to  reduce  the 
proposed  civil  penalty,  the  amount  of 
reduction,  and  the  reasons  and  any 
documents  supporting  a  reduction  of 
the  proposed  civil  penalty,  including 
records  indicating  a  finemcial  inability 
to  pay  or  records  showing  that  payment 
of  the  proposed  civil  penalty  would 
prevent  the  person  from  continuing  in 
business;  or 

(iii)  A  written  request  for  an  informal 
conference  to  discuss  the  matter  with  an 
agency  attorney  and  submit  relevant 
information  or  documents;  or 

(3)  Request  a  hearing  in  which  case  a 
complaint  shall  be  filed  with  the 
hearing  docket  clerk. 

(c)  Final  notice  of  violation  and  civil 
penalty  assessment  order.  A  final  notice 
of  violation  and  civil  penalty 
assessment  order  (“final  notice  and 
order’’)  may  be  issued  after  participation 
in  any  informal  proceedings  as  provided 
in  paragraph  (b)(2)  of  this  section,  or 
after  failure  of  the  respondent  to 
respond  in  a  timely  manner  to  a  notice 
of  violation.  A  final  notice  and  order 
will  be  sent  to  the  individual  charged 
with  a  violation.  The  final  notice  and 
order  will  contain  a  statement  of  the 
charges  and  the  amount  of  the  proposed 
civil  penalty  and,  as  a  result  of 
information  submitted  to  the  agency 
attorney  during  any  informal 
procedures,  may  reflect  a  modified 
allegation  or  proposed  civil  penalty. 

A  final  notice  and  order  may  be 
issued — 

(1)  If  the  person  charged  with  a 
violation  fails  to  respond  to  the  notice 
of  violation  within  30  days  after  receipt 
of  that  notice;  or 

(2)  If  the  parties  participated  in  any 
informal  procedures  under  paragraph 
(b)(2)  of  this  section  and  the  parties 


have  not  agreed  to  compromise  the 
action  or  the  agency  attorney  has  not 
agreed  to  withdraw  the  notice  of 
violation. 

(d)  Order  assessing  civil  penalty.  An 
order  assessing  civil  penalty  may  be 
issued  after  notice  and  opportunity  for 
a  hearing.  A  person  charged  with  a 
violation  may  be  subject  to  an  order 
assessing  civil  penalty  in  the  following 
circumstances: 

(1)  An  order  assessing  civil  penalty 
may  be  issued  if  a  person  charged  with 
a  violation  submits,  or  agrees  to  submit, 
the  amount  of  civil  penalty  proposed  in 
the  notice  of  violation. 

(2)  An  order  assessing  civil  penalty 
may  bo  issued  if  a  person  charged  with 
a  violation  submits,  or  agrees  to  submit, 
an  agreed-upon  amount  of  civil  penalty 
that  is  not  reflected  in  either  the  notice 
of  violation  or  the  final  notice  and 
order. 

(3)  The  final  notice  and  order 
becomes  (and  contains  a  statement  so 
indicating)  an  order  assessing  a  civil 
penalty  when  the  person  charged  with 
a  violation  submits  the  amount  of  the 
proposed  civil  penalty  that  is  reflected 
in  the  final  notice  and  order. 

(4)  The  final  notice  and  order 
becomes  (and  contains  a  statement  so 
indicating)  an  order  assessing  a  civil 
penalty  16  days  after  receipt  of  the  final 
notice  and  order,  unless  not  later  than 
15  days  after  receipt  of  the  final  notice 
and  order,  the  person  charged  with  a 
violation  does  one  of  the  following — 

(i)  Submits  em  agreed-upon  amount  of 
civil  penalty  that  is  not  reflected  in  the 
final  notice  and  order,  in  which  case  an 
order  assessing  civil  penalty  or  a 
compromise  order  shall  be  issued  in 
that  amount;  or 

(ii)  Requests  a  hearing  in  which  case 
a  complaint  shall  be  filed  with  the 
hearing  docket  clerk. 

(5)  Unless  an  appeal  is  filed  with  the 
FAA  decisionmaker  in  a  timely  manner, 
an  initial  decision  or  order  of  an 
administrative  law  judge  shall  be 
considered  an  order  assessing  civil 
penalty  if  an  administrative  law  judge 
finds  that  an  alleged  violation  occurred 
and  determines  that  a  civil  penalty,  in 
an  amount  found  to  be  appropriate  by 
the  administrative  law  judge,  is 
warranted. 

(6)  Unless  a  petition  for  review  is  filed 
with  a  U.S.  Court  of  Appeals  in  a  timely 
manner,  a  final  decision  and  order  of 
the  Administrator  shall  be  considered 
an  order  assessing  civil  penalty  if  the 
FAA  decisionmaker  finds  that  an 
alleged  violation  occurred  and  a  civil 
penalty  is  warranted. 
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Issued  in  Washington,  D.C  on  August  23. 
1996. 

David  R.  Hinson, 

Administrator. 

IFR  Doc.  96-22021  Filed  6-26-96;  8:51  amj 
BIUJNQ  CODE  4eiO-1»-M 


14CFRPart39 

[Decliet  No.  95-NM-240-AD;  Amendment 
39-9725;  AD  96-18-01] 

RIN  2120-AA64 

Airworthiness  Directives;  Learjet 
Modei  60  Airplanes 

AQENCY:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Final  rule. 

SUMMARY:  This  amendment  adopts  a 
new  airworthiness  directive  (AD), 
applicable  to  certain  Learjet  Model  60 
airplanes,  that  requires  modification  of 
the  aft  core  cowl  nozzle  of  the  engine 
nacelles.  This  amendment  is  prompted 
by  a  report  that  the  sealemt  material  in 
the  aft  core  cowl  nozzle  of  the  engine 
nacelle  was  foimd  to  extend  higher  than 
the  nozzle’s  forward  flange,  wMch  can 
allow  it  to  interfere  with  the  proper 
operation  of  the  emergency  fuel  shutoff 
actuating  mechanism.  The  actions 
specified  by  this  AD  are  intended  to 
prevent  physical  interference  of  the 
emergency  fuel  shutofi  actuating 
mechanism  and  resultant  engine 
shutdown. 

OATES:  Effective  October  2, 1996. 

The  incorporation  by  reference  of 
certain  publications  listed  in  the 
regulations  i^  approved  by  the  Director 
of  the  Federal  Register  as  of  October  2, 
1996. 

ADDRESSES:  The  service  information 
referenced  in  this  AD  may  be  obtained 
fi'om  Learjet,  Inc.,  One  Learjet  Way, 
Wichita,  Kansas  67209-2942.  This 
information  may  be  examined  at  the 
Federal  Aviation  Administration  (FAA), 
Transport  Airplane  Directorate,  Rules 
Docket,  1601  Lind  Avenue,  SW., 

Renton,  Washington;  or  at  the  FAA, 
Wichita  Aircraft  Certification  Office, 
Small  Airplane  Directorate.  1801 
Airport  Road,  Room  100,  Mid-Continent 
Airport.  Wichita,  Kansas;  or  at  the 
Office  of  the  Federal  Register,  800  North 
Capitol  Street,  NW.,  suite  700, 
Washington,  DC. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jeffrey  Janusz,  Aerospace  Engineer, 
Systems  and  Propulsion  Branch,  ACE- 
116W,  FAA,  Small  Airplane  Directorate, 
Wichita  Aircraft  Certification  Office, 
1801  Airport  Road,  Room  100,  Mid- 
Continent  Airport,  Wichita,  Kansas 


67209;  telephone  (316)  946-4148;  fax 
(316)  946-4407. 

SUPPLEMENTARY  INFORMATION:  A 
proposal  to  eunend  part  39  of  the  Federal 
Aviation  Regulations  (14  CFR  part  39)  to 
include  an  airworthiness  directive  (AD) 
that  is  applicable  to  certain  Learjet 
Model  60  airplanes  was  published  in 
the  Federal  Register  on  May  30, 1996 
(61  FR  27030).  That  action  proposed  to 
require  modification  of  the  aft  core  cowl 
nozzle  of  the  engine  nacelles. 

Comments 

No  comments  were  submitted  in 
response  to  the  proposal  or  the  FAA’s 
determination  of  the  cost  to  the  public. 
The  FAA  has  determined  that  air  safety 
and  the  public  interest  require  the 
adoption  of  the  rule  as  proposed. 

Cost  Impact 

There  are  approximately  39  Learjet 
Model  60  airplanes  of  the  affected 
design  in  the  worldwide  fleet.  The  FAA 
estimates  that  26  eurplanes  of  U.S. 
registry  will  be  affected  by  this  AD,  that 
it  will  take  approximately  44  work 
hoius  per  airplane  to  accomplish  the 
required  actions,  and  that  the  average 
labor  rate  is  $60  per  work  hour. 

Required  parts  will  be  supplied  by  the 
manufacturer  at  no  cost  to  the  operators. 
Based  on  these  figures,  the  cost  impact 
of  the  AD  on  U.S.  operators  is  estimated 
to  be  $68,640,  or  $2,640  per  airplane. 

The  cost  impact  figvue  discussed 
above  is  based  on  assumptions  that  no 
operator  has  yet  accomplished  any  of 
the  requirements  of  this  AD  action,  and 
that  no  operator  would  accomplish 
those  actions  in  the  future  if  this  AD 
were  not  adopted. 

Regulatory  Impact 

The  regulations  adopted  herein  will 
not  have  substantial  direct  effects  on  the 
States,  on  the  relationship  between  the 
national  government  and  the  States,  or 
on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  12612, 
it  is  determined  that  this  final  rule  does 
not  have  sufficient  federalism 
implications  to  warremt  the  preparation 
of  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  action  (1)  is  not  a 
“significant  regulatory  action”  under 
Executive  Order  12866;  (2)  is  not  a 
“significant  rule”  under  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034,  February  26, 1979);  and  (3) 
will  not  have  a  significant  economic 
impact,  positive  or  negative,  on  a 
substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  final  evaluation  has 


been  prepared  for  this  action  and  it  is 
contained  in  the  Rules  Docket.  A  copy 
of  it  may  be  obtained  frum  the  Rules 
Docket  at  the  location  provided  under 
the  caption  ADDRESSES. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 

Safety. 

Adoption  of  the  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  roe  by  the 
Administrator,  the  Federal  Aviation 
Administration  amends  part  39  of  the 
Federal  Aviation  Regulations  (14  CFR 
part  39)  -as  follows: 

PART  3&-AIRWORTHiNESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

96-18-01  Learjet:  Amendment  39-9725. 

Docket  95-NM-240-AD. 

Applicability:  Model  60  airplanes,  as  listed 
in  Learjet  Service  Bulletin  SB  60-71-2,  dated 
May  12, 1995;  certificated  in  any  category. 

Note  1:  This  AD  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  whether  it  has  been 
otherwise  modified,  altered,  or  repaired  in 
the  area  subject  to  the  requirements  of  this 
AD.  For  airplanes  that  have  been  modified, 
altered,  or  repaired  so  that  the  performance 
of  the  requirements  of  this  AD  is  affected,  the 
owner/operator  must  request  approval  for  an 
alternative  method  of  compliance  in 
accordance  with  paragraph  (b)  of  this  AD. 

The  request  should  include  an  assessment  of 
the  effect  of  the  modification,  alteration,  or 
repair  on  the  imsafe  condition  addressed  by 
this  AD;  and,  if  the  unsafe  condition  has  not 
been  eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  the  sealant  material  in  the  aft 
core  cowl  nozzle  of  the  engine  nacelles  from 
interfering  with  the  lever  of  the  emergency 
fuel  shutofi  actuating  mechanism,  which 
could  result  in  the  failure  of  the  emergency 
fuel  shutofi  actuating  mechanism  and 
resultant  engine  shutdown,  accomplish  the 
following: 

(a)  Within  90  days  after  the  effective  date 
of  this  AD,  modify  the  aft  core  cowl  nozzle 
of  the  engine  nacelles  in  accordance  with 
Learjet  Service  Bulletin  SB  60-71-2,  dated 
May  12, 1995. 

(b)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Wichita 
Aircraft  Certification  Office  (AGO),  FAA, 
Small  Airplane  Directorate.  Operators  shall 
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submit  their  requests  through  an  appropriate 
FAA  Principal  Maintenance  Inspector,  who 
may  add  comments  and  then  send  it  to  the 
Manager,  Wichita  AGO. 

Note  2:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  horn  the  Wichita  AGO. 

(c)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  GFR 
21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  be  accomplished. 

(d)  The  modification  shall  be  done  in 
accordance  with  Learjet  Service  Bulletin  SB 
60-71-2,  dated  May  12, 1995,  which 
includes  Nordam  Service  Bulletin 
PW300L71-1,  dated  April  26, 1995.  This 
incorporation  by  reference  was  approved  by 
the  Director  of  the  Federal  Register  in 
accordance  with  5  U.S.C  552(a)  and  1  GFR 
part  51.  Gopies  may  be  obtained  from  Learjet, 
Inc.,  One  Learjet  Way,  Wichita,  Kansas 
67209-2942.  Copies  may  be  inspected  at  the 
FAA,  Transport  Airplane  Directorate,  1601 
Lind  Avenue,  SW.,  Renton,  Washington;  or  at 
the  FAA,  Wichita  Aircraft  Gertification 
Office,  Small  Airplane  Directorate,  1801 
Airport  Road,  Room  100,  Mid-Gontinent 
Airport,  Wichj^a,  Kansas;  or  at  the  Office  of 
the  Federal  Register,  800  North  Gapitol 
Street,  NW.,  suite  700,  Washington,  DG. 

(e)  This  amendment  becomes  effective  on 
October  2, 1996. 

Issued  in  Renton,  Washington,  on  August 
20, 1996. 

Darrell  M.  Pederson, 

Acting  Manager.  Transport  Airplane 
Directorate,  Aircraft  Certification  Service. 

[FR  Doc.  96-21742  Filed  8-27-96;  8:45  am] 
BILUNG  CODE  4910-1S-U 


14CFRPart39 

[Docket  No.  96-CE-36-AD;  Amendment  39- 
9726;  AD  96-18-02] 

RIN  2120-^A64 

Airworthiness  Directives;  American 
Champion  Aircraft  Corporation  Models 
8KCAB,  8GCBC.  7GCBC,  7ECA, 
7GCAA,  and  7KCAB  Airplanes 

AGENCY:  Federal  Aviation 
Administration,  EKDT. 

ACTION:  Final  rule;  request  for 
comments. 

SUMMARY:  This  amendment  supersedes 
Airworthiness  Directive  (AD)  96-03-11, 
which  currently  requires  the  following 
on  American  Qiampion  Aircraft 
Corporation  (American  Champion) 
Models  8KCAB,  8GCBC,  7GCBC,  and 
7ECA  airplanes  that  are  equipped  with 
metal  spar  wings;  inspecting  (one-time) 
the  wing  front  strut  attach  fittings  for 
cracks,  scratches,  or  surface  deformities; 
replacing  any  wing  front  strut  attach 
fitting  with  cracks,  scratches,  or  surface 


deformities;  and  reporting  the 
inspection  results  to  the  Federal 
Aviation  Administration  (FAA).  This 
action  results  fium  reports  submitted  as 
a  requirement  of  the  existing  AD  that 
reference  24  fittings  with  cracks,  . 
scratches,  or  surface  deformities  on  7 
different  airplanes,  and  the  FAA’s 
determination  that  improved  wing  front 
strut  attach  fittings  (developed  by 
American  Champion)  are  not 
susceptible  to  cracks,  scratches,  or 
surface  deformities.  This  action  requires 
installing  removable  inspection  hole 
covers  for  the  wing  front  strut  attach 
fittings,  and  replacing  the  wing  front 
strut  attach  fittings  with  fittings  of 
improved  design.  The  action  also 
provides  the  provision  of  repetitively 
inspecting  the  wing  front  strut  attach 
fittings  (provided  no  cracks,  scratches, 
or  surface  deformities  are  found)  if  parts 
have  been  ordered  but  are  not  available. 
The  actions  specified  by  this  AD  are 
intended  to  prevent  structural  failure  of 
a  wing  caused  by  cracked  wing  front 
strut  attach  fittings,  which,  if  not 
detected  and  corrected,  could  result  in 
loss  of  control  of  the  airplane. 

DATES:  Effective  September  20, 1996. 

The  incorporation  by  reference  of 
American  Champion  Service  Letter  409, 
Revision  A,  dated  April  22, 1996; 
American  Champion  Service  Letter  410, 
dated  May  6, 1996;  American  Champion 
Service  Letter  411,  dated  May  6, 1996; 
American  Champion  Service  Letter  412, 
dated  May  6, 1996;  American  Champion 
Service  Letter  413,  dated  May  6, 1996, 
American  Champion  Service  Letter  414, 
Revision  A,  dated  June  25, 1996;  and 
American  Champion  Service  Letter  415, 
Revision  A,  dated  Jime  25, 1996,  is 
approved  by  the  Director  of  the  Federal 
Register  as  of  September  20, 1996. 

The  incorporation  by  reference  of 
American  Champion  Service  Letter  408, 
dated  January  24, 1996,  was  previously 
approved  as  of  February  26, 1991  (61  FR 
5501,  February  13, 1996)  by  the  Director 
of  the  Federal  Register. 

Comments  for  inclusion  in  the  Rules 
Docket  must  be  received  on  or  before 
October  25, 1996. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  FAA,  Central  Region, 
Office  of  the  Assistant  Chief  Counsel, 
Attention:  Rules  Docket  96-CE-36-AD, 
Room  1558,  601  E.  12th  Street,  Kansas 
City,  Missouri  64106. 

Service  information  that  applies  to 
this  AD  may  be  obtained  from  the 
American  Champion  Aircraft 
Corporation,  32032  Washington 
Avenue,  Rochester,  Wisconsin  53167. 
This  information  may  also  be  examined 
at  the  FAA,  Central  Region,  Office  of  the 
Assistant  Chief  Coimsel,  Attention: 


Rules  Docket  No.  96-CE-36-AD,  Room 
1558, 601  E.  12th  Street,  Kansas  City, 
Missouri  64106;  or  at  the  Office  of  the 
Federal  Register,  800  North  Capitol 
Street,  NW.,  suite  700,  Washington,  DC. 
FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Keu^n  Forest,  Aerospace  Engineer,  FAA, 
Chicago  Aircraft  Certification  Office, 

2300  E.  Devon  Avenue,  Des  Plaines, 
Illinois  60018;  telephone  (847)  294- 
7697;  facsimile  (847)  294-7834. 

SUPPLEMENTARY  INFORMATION: 

Events  Leading  to  This  Action 

On  January  31, 1996,  the  FAA  issued 
AD  96-03-11,  Amendment  39-9598  (61 
FR  5501,  February  13, 1996),  to  require 
the  following  on  American  Champion 
Models  8KCAB,  8(X®C,  7GCBC,  and 
7ECA  airplanes  that  are  equipped  with 
metal  spar  wings: . 

— Inspecting  (one-time)  the  wing  front 

strut  attach  fittings  for  cracks, 

scratches,  or  surface  deformities; 

— Replacing  any  wing  front  strut  attach 

fitting  with  cracks,  scratches,  or 

surface  deformities;  and 
— Reporting  the  inspection  results  to  the 

FAA. 

AD  96-03-11  resulted  from  an 
investigation  of  an  American  Champion 
Model  8KCAB  airplane  accident  that 
revealed  fatigue  cracking  of  the  wing 
front  strut  attach  fittings.  The  design  of 
the  viring  and  fuselage  structure  of  this 
airplane  is  such  that  the  outboard  ends 
of  the  wing  fittings  for  each  primary 
strut  are  bolted  to  the  web  of  the  wing’s 
front  spar.  One  fitting  is  on  the  forward 
side  of  the  web  and  one  is  on  the  aft  side 
of  the  web.  The  fittings  then  transition 
to  a  wider  area  where  the  strut  is 
attached  with  a  bolt.  On  the  airplane 
involved  in  the  accident  that  resulted  in 
AD  96-03-11,  the  forward  fitting 
fractured  through  the  transition  area 
(approximately  in  the  center  of  the 
fitting  length),  causing  the  fitting  to 
separate.  This  wing  front  strut  attach 
fitting  transition  area  contains  an  aft  leg 
that  is  assembled  against  the  forward 
face  of  the  wing  spar  web  and  a  forward 
leg. 

Investigation  of  the  fitting  from  the 
accident  aircraft  revealed  that  small, 
sharp  scratches  in  the  forward  edge  of 
the  shorter  portion  of  the  aft  leg 
contributed  to  the  fatigue  cracldng  in 
the  wing  fitting.  Metallurgical 
examination  of  the  fitting  indicated  that 
these  fatigue  cracks  formed  in  scratches 
and  surface  deformities  that  resulted 
during  the  manufacturing  process,  and 
existed  prior  to  the  accident. 

After  that  accident  and  prior  to 
issuing  AD  96-03-11,  the  FAA  and 
American  Champion  inspected  another 
Model  8KCAB  airplane  and  found 
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fatigue  cracks  on  two  of  the  four  wing 
front  strut  attach  fittings.  These  fatigue 
cracks  also  originated  from  scratches 
and  surface  deformities  in  the  wing 
front  strut  attach  fitting.  In  addition,  an 
evaluation  of  new  iminstalled  wing 
front  strut  attach  fittings  revealed  diese 
scratches  and  surface  deformities. 
American  Champion  Models  8GCBC, 
7GCBC,  and  7ECA  airplanes  incorporate 
this  same  design  fitting,  and  thus  were 
included  in  the  Applicability  section  of 
AD  96-03-11. 

The  results  of  the  inspections 
required  by  AD  96-03-11  revealed  24 
wing  front  strut  attach  fittings  with 
cracks,  scratches,  or  .surface  deformities. 
These  cracked  and  scratched  fittings 
were  from  7  different  affected  airplanes 
that  had  between  103  to  666  total  hours 
time-in-service. 

Improved  Design  Parts  and  Service 
Information 

American  Champion  has  designed 
improved  wing  front  strut  attach 
fittings,  part  number  (P/N)  3-1691  and 
P/N  3-1692,  which,  when  manufactured 
according  to  design  specifications,  will 
not  contain  the  surface  deformities  and 
scratches  foimd  on  the  existing  design 
fittings.  After  extensive  analysis,  these 
fittings  have  proven  to  not  have  the 
cracking  susceptibility  of  those 
currently  in  service.  The  following 
presents  service  information  that 
American  Champion  has  issued  that 
relates  to  this  issue: 

•  American  Champion  Service  Letter 
(SL)  408,  dated  January  24, 1996,  and 
American  Champion  SL  409,  Revision 
A,  dated  April  22, 1996,  which  specify 
procedures  for  accessing  and  inspecting 
wing  front  strut  attach  fittings,  part 
number  (P/N)  3-1632-1  and  P/N  3- 
1632-2;  and  P/N  3-1646L  and  3-1646R, 
respectively. 

•  American  Champion  SL  410,  dated 
May  6i  1996,  which  includes  procedures 
for  installing  removable  inspection  hole 
covers  for  the  wing  front  strut  attach 
fittings  on  Model  8KCAB  airplanes  that 
have  complied  with  American 
Champion  SL  408; 

•  American  Champion  SL  411,  dated 
May  6, 1996,  which  includes  procedures 
for  installing  removable  inspection  hole 
covers  for  the  wing  front  strut  attach 
fittings  on  Model  8KCAB  airplanes  that 
have  not  complied  with  American 
Champion  SL  408; 

•  American  Champion  SL  412,  dated 
May  6, 1996,  which  specifies 
procedures  for  installing  removable 
inspection  hole  covers  for  the  wing  front 
strut  attach  fittings  on  Models  7ECA, 
7GCAA,  7GCBC,  and  8GCBC  airplanes 
that  have  complied  with  American 
Champion  SL  409; 


•  American  Champion  SL  413,  dated 
May  6, 1996,  which  specifies 
procedures  for  installing  removable 
inspection  hole  covers  for  wing  front 
strut  attach  fittings  on  Models  7ECA, 
7GCAA,  7GCBC,  and  8GCBC  airplanes 
that  have  not  complied  with  American 
Champion  SL  409. 

•  American  Champion  SL  414, 
Revision  A,  dated  Jime  25, 1996,  which 
specifies  procediues  for  replacing  the 
wing  front  strut  attach  fittings  on  Model 
8KCAB  airplanes  with  improved  wing 
firont  strut  attach  fittings,  P/N  3-1691, 
and  also  includes  procedures  for 
inspecting  the  wing  firont  strut  attach 
fittings  on  these  airplanes;  and 

•  American  Champion  SL  415, 
Revision  A,  dated  Jvme  25, 1996,  which 
specifies  procedures  for  replacing  the 
wing  front  strut  attach  fittings  on 
Models  8GCBC,  7ECA,  7GCAA,  7GCBC, 
and  7KCAB  airplanes  with  improved 
wing  front  strut  attach  fittings,  P/N  3- 
1692,  and  also  includes  procedures  for 
inspecting  the  wing  front  strut  attach 
fittings  on  these  airplanes. 

FAA’s  Determination 

After  examining  the  circumstances 
and  reviewing  all  available  information 
related  to  the  events  described  above, 
the  FAA  has  determined  that  (1)  The 
wing  front  strut  attach  fittings  on 
American  Champion  Models  8KCAB, 
8GCBC,  7ECA,  7GCAA,  7GCBC,  and 
7KCAB  airplanes  should  incorporate  P/ 
N  3-1691  and  3-1692,  as  applicable; 
and  (2)  AD  action  should  be  taken  in 
order  to  prevent  structural  failure  of  a 
wing  caused  by  cracked  wing  front  strut 
attach  fittings,  which,  if  not  detected 
and  corrected,  could  result  in  loss  of 
control  of  the  airplane. 

In  addition,  based  on  results  of  an  in- 
depth  analysis  of  the  existing  wing  fiont 
strut  attach  fittings,  the  FAA  has 
determined  that  if  the  fittings  were  not 
replaced  with  the  improved  design 
fittings,  repetitive  inspections  would 
need  to  be  performed  at  intervals  not  to 
exceed  20  hours  TIS.  Allowing 
repetitive  inspections  of  these  airplanes 
over  a  long  period  of  time  goes  against 
FAA  policy,  which  states  that  if  a 
modification  exists  for  critical  structure 
that  could  eliminate  or  reduce  the 
number  of  short-term  inspections,  the 
modification  should  be  incorporated. 
The  FAA  makes  short-term  allowances 
on  this  policy  to  account  for  parts 
availability  provided  analysis  shows 
that  an  acceptable  level  of  safety  can  be 
maintained  through  a  short-term 
repetitive  inspection  program. 


The  Provisions  of  the  Required  AD 
Action 

Since  an  vmsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  in  other  American  Champion 
Models  8GCBC,  7ECA,  7GCAA,  7GCBC, 
and  7KCAB  airplanes  of  the  same  type 
design,  this  AD  supersedes  AD  96-03- 
11  with  a  new  AD  that  requires 
installing  removable  inspection  hole 
covers  for  the  wing  fiont  strut  attach 
fittings,  and  replacing  the  v^ring  front 
strut  attach  fittings  with  P/N  3-1691 
(Model  8KCAB)  or  P/N  3-1692  (Models 
8GCBC,  7ECA,  7GCAA,  7GCBC,  and 
7KCAB)  wing  front  strut  attach  fittings, 
as  applicable.  The  FAA  is  including  a 
provision  of  repetitively  inspecting  the 
wing  front  strut  attach  fittings  (provided 
no  cracks,  scratches,  or  surface 
deformities  are  found)  if  parts  have  been 
ordered  but  are  not  available. 
Accomplishment  of  these  actions  is  in 
accordance  with  the  service  information 
previously  referenced. 

Since  a  situation  exists  (structiiral 
failure  of  the  wing  caused  by  a  cracked 
wing  front  strut  attach  fittii)^  that 
requires  the  immediate  adoption  of  this 
relation,  it  is  found  that  notice  and 
opportunity  for  prior  public  comment 
hereon  are  impracticable,  and  that  good 
cause  exists  for  making  this  emendment 
effective  in  less  than  30  days. 

Comments  Invited 

Although  this  action  is  in  the  form  of 
a  final  rule  that  involves  requirements 
affecting  immediate  flight  safety  and, 
thus,  was  not  preceded  by  notice  and 
opportunity  to  comment,  comments  are 
invited  on  this  rule.  Interested  persons 
are  invited  to  comment  on  this  rule  by 
submitting  such  written  data,  views,  or 
arguments  as  they  may  desire. 
Communications  shoiild  identify  the 
Rules  Docket  number  and  be  submitted 
in  triplicate  to  the  address  specified 
above.  All  communications  received  on 
or  before  the  closing  date  for  comments 
will  be  considered,  and  this  rule  may  be 
amended  in  light  of  the  comments 
received.  Factual  information  that 
supports  the  commenter’s  ideas  and 
suggestions  is  extremely  helpful  in 
evaluating  the  effectiveness  of  the  AD 
action  and  determining  whether 
additional  rulemaking  action  would  be 
needed. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  rule  that  might  suggest  a  need  to 
modify  the  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report  that 
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summarizes  each  FAA-public  contact 
concerned  with  the  substance  of  this  AD 
will  be  filed  in  the  Rules  Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  rule  must 
submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  “Comments  to 
Docket  No.  96-CE-36-AD.”  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Regulatory  Impact 

The  regulations  adopted  herein  will 
not  have  substantial  direct  effects  on  the 
States,  on  the  relationship  between  the 
national  government  and  the  States,  or 
on  the  distribution  of  power  and  . 
responsibiUties  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  12612, 
it  is  determined  that  this  final  rule  does 
not  have  sufficient  federalism 
impUcations  to  warrant  the  preparation 
of  a  Federalism  Assessment. 

The  FAA  has  determined  that  this 
regulation  is  an  emergency  regulation 
that  must  be  issued  immediately  to 
correct  an  unsafe  condition  in  aircraft, 
and  is  not  a  “significant  regulatory 
action”  imder  Executive  Order  12866.  It 
has  been  determined  further  that  this 
action  involves  an  emergency  regulation 
imder  DOT  Regulatory  Policies  and 
Procedures  (44  FR 11034,  February  26, 
1979).  If  it  is  determined  that  this 
emergency  regulation  otherwise  would 
be  significant  under  EKDT  Regulatory 
Policies  and  Procedures,  a  final 
regulatory  evaluation  will  be  prep£ued 
and  placed  in  the  Rules  Docket 
(otherwise,  an  evaluation  is  not 
required).  A  copy  of  it,  if  filed,  may  be 
obtained  from  the  Rules  Docket. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Incorporation  by  reference. 
Safety. 

Adoption  of  the  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administraticm  amends  part  39  of  the 
Federal  Aviation  Regulations  (14  CFR 
part  39)  as  fpllows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113, 44701. 

§39.13  [Amended] 

2.  Section  39.13  is  amended  by 
removing  AD  96-03-11,  Amendment 


39-9598  (61  FR  5501,  February  13, 

1996),  and  by  adding  a  new 
airworthiness  directive  (AD)  to  read  as 
follows: 

96-18-02  American  Champion  Aircraft 
Corporation:  Amendment  39-9726; 

Docket  No.  96-CE-36-AD.  Supersedes 
AD  96-03-11,  Amendment  39-9598. 
Applicability:  The  following  airplane 
models  and  serial  numbers,  certificated  in 
any  category,  that  are  equipped  with  metal 
spar  wings: 

— ^Model  8KCAB  airplanes,  serial  numbers 
643-90  through  768-96; 

— ^Model  8KCAB  airplanes,  all  serial 
numbers,  that  are  equipped  with  metal 
spar  wings,  wing  assembly  part  niunber  (P/ 
N)  7-1521  (installed  in  accordance  with 
American  Champion  Service  Kit  403); 

— ^Model  8GCBC  airplanes,  serial  numbers 
361-91  through  377-96; 

— ^Model  8GCBC  airplanes,  all  serial 
numbers,  that  are  equipped  with  metal 
spar  wings,  wing  assembly  part  number  7- 
1542; 

— Model  7GCBC  airplanes,  serial  numbers 
1200-94  through  1215-96; 

— ^Model  7GCBC  airplanes,  all  serial 
numbers,  that  are  equipped  with  metal 
spar  wings,  wing  assembly  part  number  7- 
1545; 

— ^Model  7ECA  airplanes,  serial  numbers 
1355-95  through  1358-96;  and 
—Models  7ECA,  7GCCA,  and  7KCAB 
airplanes,  all  serial  numbers,  that  are 
equipped  with  metal  spar  wings,  wing 
assembly  p>art  number  7-1567. 

Note  1:  This  AD  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  whether  it  has  been 
modified,  altered,  or  repaired  in  the  area 
subject  to  the  requirements  of  this  AD.  For 
airplanes  that  have  been  modified,  altered,  or 
repaired  so  that  the  performance  of  the 
requirements  of  this  AD  is  aftected,  the 
owner/operator  must  request  approval  for  an 
alternative  method  of  compliance  in 
accordance  with  paragraph  (f)  of  this  AD.  The 
request  should  include  an  assessment  of  the 
effect  of  the  modification,  alteration,  or  repair 
on  the  unsafe  condition  addressed  by  this 
AD;  and,  if  the  unsafe  condition  has  not  been 
eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  within  the  next  20 
hours  time-in-service  (TIS)  after  the  effective 
date  of  this  AD,  imless  already  accomplished. 

To  prevent  structural  failure  of  a  wing 
assembly  caused  by  cracked  wing  firont  strut 
attach  fittings,  which,  if  not  detected  and 
corrected,  could  result  in  loss  of  control  of 
the  airplane,  accomplish  the  following: 

(a)  Install  removable  inspection  hole 
openings  for  the  wing  front  strut  attach 
fittings  in  accordance  with  one  pf  the 
following,  as  applicable: 

(1)  American  Champion  Service  Letter  (SL) 
410,  dated  May  6, 1996,  for  Model  8KCAB 
airplanes  that  have  complied  with  American 
Champion  SL  408,  dated  January  24, 1996; 

(2)  American  Champion  SL  411,  dated  May 

6, 1996,  for  Model  8KCAB  airplanes  that 
have  not  complied  with  American  Champion 
SL  408,  dated  January  24, 1996; 


(3)  American  Champion  SL  412,  dated  May 

6, 1996,  for  Models  7ECA,  7GCAA,  7GCBC, 
and  8GCBC  airplanes  that  have  complied 
with  American  Champion  SL  409,  Revision 
A,  dated  April  22, 1996;  and 

(4)  American  Champion  SL  413,  dated  May 

6, 1996,  for  Models  7ECA,  7GCAA,  7GCBC, 
and  8GCBC  airplanes  that  have  not  complied 
with  American  Champion  SL  409,  Revision 
A,  dated  April  22, 1996. 

Note  2:  American  Champion  SL  408  and 
American  Champion  SL  409,  when  complied 
with,  incorporate  permanent  inspection  holes 
for  access  to  the  wing  front  strut  attach 
fittings,  P/N  3-1632-1  and  P/N  3-1632-2; 
and  P/N  3-1646L  and  3-1646R,  re8p>ectively. 

(b)  Replace  the  wing  front  strut  attach 
fittings  with  P/N  3-1691  (Model  8KCAB)  or 
P/N  3-1692  (Models  8GCBC,  7ECA,  7GCAA, 
7GCBC,  and  7KCAB)  wing  front  strut  attach 
fittings,  as  applicable.  Accomplishment  of 
these  actions  is  required  in  accordance  with 
the  instructions  in  American  Champion  SL 
414,  Revision  A,  dated  Jime  25, 1996;  or 
American  Champion  SL  415,  Revision  A, 
dated  June  25, 1996,  as  applicable. 

(c)  If  the  improved  design  wing  front  strut 
attach  fittings  referenced  in  paragraph  (b) 
have  been  ordered  from  the  manufacturer, 
but  are  not  available,  repetitively  inspect  the 
wing  front  strut  attach  fittings  for  cracks, 
scratches,  or  surface  deformities  at  intervals 
not  to  exceed  20  hoiurs  TIS  in  accordance 
with  the  instructions  in  American  Champion 
SL  408,  dated  January  24, 1996,  or  American 
Champion  SL  409,  Revision  A,  dated  April 

22, 1996,  as  applicable.  Figure  3  of  these 
service  letters  depicts  the  crosshatched  areas 
of  the  fittings  that  must  be  inspected.  These 
service  letters  also  specify  both  a  visual 
inspection  and  the  choice  of  either  a  dye 
penetrant,  Zyglo  test,  ultrasonic,  or  x-ray 
inspection. 

(d)  The  repetitive  inspections  allowed  in 
paragraph  (c)  of  this  AD  may  be  continued 
until  one  of  the  following  occurs  at  which 
time  the  replacement  required  by  paragraph 
(b)  of  this  AD  must  be  accomplished  prior  to 
further  flight: 

(1)  Cracks,  scratches,  or  surface  deformities 
are  found  on  a  wing  front  strut  attach  fitting; 

(2)  Parts  become  available  firom  the 
American  Champion  Aircraft  Corporation;  or 

(3)  Six  repetitive  inspection  intervals  are 
accomplished  (120  hours  TIS). 

(e)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  CFR 
21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  be  accomplished. 

(f)  An  alternative  method  of  compliance  or 
adjustment  of  the  initial  or  repetitive 
compliance  time  that  provides  an  equivalent 
level  of  safety  may  be  approved  by  the 
Manager,  Chicago  Aircraft  Certification 
Office  (ACO),  2300  E.  Devon  Avenue,  Des 
Plaines,  Illinois  60018.  The  request  shall  be 
forwarded  through  an  appropriate  FAA 
Maintenance  Inspector,  who  may  add 
comments  and  then  send  it  to  the  Manager, 
Chicago  ACO.  Alternative  methods  of 
compliance  approved  in  accordance  with  AD 
96-03-11  (superseded  by  this  action),  are  not 
considered  approved  as  alternative  methods 
of  compliance  for  this  AD. 
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Note  3:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Chicago  ACO. 

(g)  The  incorporation  of  certain  documents 
referenced  in  this  AD  is  as  follows: 

(1)  The  installations  required  by  this  AD 
shall  be  done  in  accordance  with  American 
Champion  Service  Letter  410,  dated  May  6, 
1996;  American  Champion  Service  Letter 
411,  dated  May  6, 1996;  American  Champion 
Service  Letter  412,  dated  May  6, 1996;  or 
American  Champion  Service  Letter  413, 
dated  May  6, 1996,  as  applicable.  This 
incorporation  by  reference  was  approved  by 
the  Director  of  the  Federal  Register  in 
accordance  with  5  U.S.C  552(a)  and  1  CFR 
part  51. 

(2)  The  replacements  required  by  this  AD 
shall  be  accomplished  in  accordance  with 
American  Champion  Service  Letter  414, 
Revision  A,  dated  June  25, 1996;  or  American 
Champion  Service  Letter  415,  Revision  A, 
dated  June  25, 1996,  as  applicable.  This 
incorporation  by  reference  was  approved  by 
the  Director  of  the  Federal  Register  in 
accordance  with  5  U.S.C  552(a)  and  1  CFR 
part  51. 

(3)  The  inspections  (if  parts  are  not 
available)  required  by  this  AD  shall  be 
accomplished  in  accordance  with  American 
Champion  Service  Letter  408,  dated  January 

24. 1996,  or  American  Champion  Service 
Letter  409,  Revision  A,  dated  April  22, 1996. 

(i)  The  incorpxnation  by  reference  of 
American  Champion  Service  Letter  408 
reference  was  previously  approved  as  of 
February  26, 1996  (61  FR  5501,  February  13, 
1996)  by  the  Director  of  the  Federal  Register 
in  accordance  with  5  U.S.C.  552(a)  and  1  CFR 
part  51. 

(ii)  The  incorporation  by  reference  of 
American  Champion  Service  Letter  409  was 
approved  by  the  Director  of  the  Federal 
Rf^ster  in  accordance  with  5  U.S.C  552(a) 
and  1  CFR  part  51. 

(4)  Copies  may  be  obtained  from  the 
American  Champion  Aircraft  Corporation, 
32032  Washington  Avenue,  Rochester, 
Wisconsin  53167.  Copies  may  be  inspected  at 
the  FAA,  Central  Region,  Office  of  the 
Assistant  Chief  Counsel,  Room  1558, 601  E. 
12th  Street,  Kansas  City,  Missouri,  or  at  the 
Office  of  the  Federal  Register,  800  North 
Capitol  Street,  NW.,  suite  700,  Washington, 
DC 

(h)  This  amendment  (39-9726)  supersedes 
AD  96-03-11,  Amendment  39-9598. 

(i)  This  amendment  (39-9726)  becomes 
effective  on  September  20, 1996. 

Issued  in  Kansas  City,  Missouri,  on  August 

20. 1996. 

Michael  Gallaghw, 

Manager.  Small  Airplane  Directorate,  Aircraft 
Certification  Service. 

[FR  Doc  96-21746  Filed  8-27-96;  8:45  am] 
BIUJNQ  CODE  4910-13-U 


Coast  Guard 
33  CFR  Part  100 
RIN  211&-AE46 

Special  Local  Regulation;  1996 
Blessing  of  The  Fleet  for  The  LA. 
Shrimp  &  Petroleum  Festival,  Morgan 
City,  LA 

agency:  Coast  Guard,  DOT. 

ACTION:  Notice  of  Implementation. 

SUMMARY:  This  notice  implements  33 
CFR  100.801,  "Annual  Marine  Events  in 
the  Eighth  C^t  Guard  District",  Table 
One,  listed  as  The  Blessing  of  the  Fleet 
and  Fireworks  Display,  Louisiana 
Shrimp  &  Petroleum  Festival.  The  event 
is  being  held  on  September  1, 1996, 
from  9  a.m.  until  12:30  p.m.  and  firom 
9  p.m.  until  11:00  p.m.  on  Berwick  Bay 
in  Morgan  Qty,  Louisiana. 
Implementation  of  section  33  CFR 
100.801  (Table  One)  is  necessary  to 
provide  for  safety  of  life  on  the 
navigable  waters  during  the  event 
EFFECTIVE  DATES:  Section  33  CFR 
100.801  (Table  One)  is  effective  from  7 
a.m.  until  11  p.m.  on  September  1, 1996. 
FOR  FURTHER  INFORMATION  CONTACT: 

BMl  Perry  W.  Bowman,  Group  ATON, 
Marine  Events  Division,  U.S.  Coast 
Guard  Group  New  Orleans,  Louisiana, 
Tel:  (504)  942-3064. 

DISCUSSION  OF  NOTICE:  The  1996  Blessing 
of  The  Fleet  for  The  Louisiana  Shrimp 
&  Petroleum  Festival  will  consist  of 
approximately  60  participating  boats, 
ranging  frnm  32  to  75  feet  in  length.  The 
event  will  also  include  a  fireworks 
display.  Non-participating  vessels  will 
not  be  permitted  to  transit  the  area 
during  the  actual  parade.  All  vessels 
will  proceed  at  NO  WADE  SPEED  unless 
permission  is  granted  by  the  patrol 
commander.  Special  Local  Regulations 
permit  Ckiast  Giiard  control  of  vessel 
traffic  in  order  to  ensure  the  safety  of 
spectators  and  participants. 

Dated:  August  8, 1996. 

T.W.  Josiah, 

Rear  Admiral,  U.S.  Coast  Guard,  Commander, 
Eighth  Coast  Guard  District. 

(FR  Doc.  96-21933  Filed  8-27-96;  8:45  am] 
BUJJNQ  CODE  4»10-14-M 


33  CFR  Part  100 

[COD  05-06-064] 

Special  Local  Regulations  for  Marine 
Events;  Hampton  Bay  Days  Festival; 
Hampton  River,  Hampton,  VA 

agency:  Coast  Guard,  DOT. 


ACTION:  Notice  of  implementation. 


SUMMARY:  This  notice  implements  33 
CFR  100.508  for  the  Hampton  Bay  Days 
Festival,  to  be  held  on  September  14 
and  15, 1996  on  the  Hampton  River,  in 
Hampton,  Virginia.  These  special  local 
regulations  are  necessary  to  control 
vessel  traffic  in  the  immediate  vicinity 
of  this  event.  The  effect  will  be  to 
restrict  general  navigation  in  the 
regulated  area  for  the  safety  of 
spectators  and  participants. 

EFFECTIVE  DATES:  33  CFR  100.508  is 
effective  from  7  a.m.,  September  14, 

1996  imtil  7  p.m.,  September  15, 1996. 

FOR  FURTHER  INFORMATION  CONTACT: 
Lieutenant  Junior  Grade  R.  Christensen, 
marine  events  coordinator,  Ckimmander, 
Coast  Guard  Group  Hampton  Roads, 
4000  Coast  Guard  Blvd.,  Portsmouth, 

VA  23703-2199,  (804)  483-8521. 

SUPPLEMENTARY  INFORMATION:  Hampton 
Bay  Days,  Inc.  will  sponsor  the 
Hampton  Bay  Days  Festival  on 
September  14  and  15, 1996.  The  marine 
portion  of  the  festival  will  consist  of  a 
parade  of  boats,  water  ski  shows,  a 
fireworks  display  and  assorted  boat 
races.  A  large  number  of  spectator 
vessels  is  anticipated.  Therefore,  to 
ensure  the  safety  of  participants, 
spectators  and  transiting  vessels,  33  CFR 
100.508  will  be  in  effect  for  the  duration 
of  the  event.  Under  provisions  of  33 
CFR  100.508,  a  vessel  may  not  enter  the 
regulated  area  imless  it  receives 
permission  from  the  Coast  Guard  patrol 
commander.  33  (^FR  100.508  also 
implements  as  special  anchorage  areas 
the  spectator  anchorages  designated  in 
that  section  for  use  by  vessels  during  the 
event.  Vessels  less  than  20  meters  long 
may  anchor  in  these  areas  without 
displaying  the  anchor  lights  and  shapes 
required  by  Inland  Navigation  Rule  30 
(33  U.S.C.  2030(g)).  These  restrictions 
will  be  in  effect  for  a  limited  period  and 
should  not  result  in  significant 
disruption  of  maritime  traffic.  The  Coast 
Guard  patrol  commander  will  announce 
the  specific  periods  during  which  the 
restrictions  will  be  enforced. 

Dated:  August  2, 1996. 

Kent  H.  Williams, 

Vice  Admiral,  U.S.  Coast  Guard  Commander, 
Fifth  Coast  Guard  District. 

[FR  Doc.  96-21934  Filed  8-27-96;  8:45  am] 

BILLING  CODE  4910-14.41 
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33  CFR  Part  100 
[CGD08-96-039] 

RIN2115-AE46 

Special  Local  Regulations;  Mississippi 
BiackhawKs  Water  Ski  Show  Upper 
Mississippi  River  Mile  633.0-634.0, 
McGregor,  lA 

agency:  Coast  Guard,  DOT. 

ACTION:  Temporary  final  rule. 

SUMMARY:  Special  local  regulations  are 
being  adopted  for  the  Mississippi 
Blackhawks  Water  Ski  Show.  This  event 
will  be  held  on  August  31, 1996  at 
McGregor,  Iowa.  These  regulations  are 
needed  to  provide  for  the  safety  of  life 
on  navigable  waters  during  the  event. 
EFFECTIVE  DATE:  These  regulations  are 
effective  from  1:30  p.m.  to  4  p.m.  local 
time  on  August  31, 1996. 

FOR  FURTHER  INFORMATION  CONTACT: 
SCPO  J.R.  Van  Reese,  U.S.  Coast  Guard, 
Marine  Safety  Detachment,  P.O.  Box 
65428,  St.  Paul,  MN  55165-0428.  Tel: 
(612) 290-3991. 

SUPPLEMENTARY  INFORMATION: 

Regulatory  History 

In  accordance  with  5  U.S.C.  553,  a 
notice  of  proposed  rulemaking  for  these 
regulations  has  not  been  published  and 
good  cause  exists  for  mal^g  them 
effective  in  less  than  30  days  fiom  the 
date  of  publication.  Following  normal 
rulemal^g  procedures  would  have 
been  impracticable.  Specifically,  the 
details  of  the  event  were  not  finalized 
imtil  August  5, 1996,  and  there  was  not 
sufficient  time  remaining  to  pubhsh 
proposed  rules  in  advance  of  the  event 
or  to  provide  for  a  delayed  effective 
date. 

Background  and  Purpose 

The  marine  event  requiring  this 
regulation  is  a  water  sld  show  consisting 
of  leirge  acts  involving  up  to  twenty 
performers.  The  event  is  sponsored  by 
the  McGregor  Chamber  of  Commerce. 
Spectators  are  to  maintain  a  safe 
distance  which  will  be  determined  by 
event  sponsor  and  controlled  by  Coast 
Guard  patrol  commander. 

Regulatory  Evaluation 
This  rule  is  not  a  significant 
regulatory  action  imder  section  3(f)  of 
Executive  Order  12866  and  does  not 
require  an  assessment  of  potential  costs 
and  benefits  under  section  6(a)(3)  of  that 
order.  It  has  been  exempted  from  review 
by  the  Office  of  Management  and 
Budget  under  that  order.  It  is  not 
significant  vmder  the  regulatory  policies 
and  procedures  of  the  Department  of 
Transportation  (DOT)  (44  FR 11040, 


February  26, 1979).  The  Coast  Guard 
expects  the  economic  impact  of  this  rule 
to  be  so  minimal  that  a  full  Regulatory 
Evaluation  vmder  paragraph  lOe  of  the 
regulatory  policies  and  procedures  of 
DOT  is  unnecessary  because  of  the 
event’s  short  duration. 

Federalism  Assessment 

The  Coast  Guard  has  analyzed  this 
action  in  accordance  with  the  principles 
and  criteria  of  Executive  Order  12612 
and  has  determined  that  this  rule  does 
not  raise  sufficient  federalism 
impUcations  to  warrant  the  preparation 
of  a  Federalism  Assessment. 

Small  Entities 

The  Coast  Guard  finds  that  because  of 
the  event’s  short  duration  the  impact  on 
small  entities,  if  any,  is  not  significant. 
Therefore,  the  Coast  Guard  xmder 
section  605(b)  of  the  Regulatory 
Flexibility  Act  (5  U.S.C.  601  et.  seq.) 
certifies  that  this  temporary  rule  will 
not  have  a  significant  economic  impact 
on  a  substantial  niimber  of  small 
entities. 

Collection  of  Information 

This  rule  contains  no  information 
collection  requirements  imder  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3501  et.  seq.). 

Environmental  Assessment 

The  Coast  Guard  considered  the 
environmental  impact  of  this  rule  and 
concluded  that  imder  section  2.B.2.C.  of 
Commandant  Instruction  M16475.1B, 

(£is  revised  by  61  FR  13563;  March  27, 
1996)  this  rule  is  excluded  from  further 
environmental  documentation. 

List  of  Subjects  in  33  CFR  Part  100 

Marine  Safety,  Navigation  (water). 
Reporting  and  Recordkeeping 
requirements.  Waterways. 

Temporary  Regulations 

In  consideration  of  the  forgoing,  Part 
100  of  Title  33,  Code  of  Federal 
Regulations,  is  amended  as  follows: 

PART  100— [AMENDED] 

1.  The  authority  citation  for  part  100 
continues  to  read  as  follows: 

Authority:  33  U.S.C.  1233;  49  CFR  1.46. 

2.  A  temporary  section  100.35-T08- 
039  is  added  to  read  as  follows: 

§  100.T08-3&-039  Upper  Mississippi  River 
near  McGregor,  Iowa. 

(a)  Regulated  Area.  Upper  Mississippi 
River  mile  633.0-634.0. 

(b)  Special  Local  Regulation:  All 
persons  and  vessels  not  registered  with 
the  sponsors  as  participants  or  official 


patrol  vessels  are  considered  spectators. 
“Participants”  are  those  persons  and 
vessels  identified  by  the  sponsor  as 
taking  part  in  the  event.  The  “official 
patrol”  consists  of  any  Coast  Guard, 
public,  state  or  local  law  enforcement 
and  sponsor  provided  vessels  assigned 
to  patrol  the  event. 

(1)  No  spectators  shall  anchor,  block, 
loiter  in  or  impede  the  through  transit 
of  participants  or  official  patrol  vessels 
in  the  regulated  area  during  effective 
dates  and  times,  unless  cleared  for  such 
entry  by  or  through  an  official  patrol 
vessel. 

(2)  When  hailed  or  signaled,  by  an 
official  patrol  vessel,  a  spectator  shall 
come  to  an  immediate  stop.  Vessels 
shall  comply  with  all  directions  given; 
failure  to  do  so  may  result  in  a  citation. 

(3)  The  Patrol  Commander  is 
empowered  to  forbid  and  control  the  • 
movement  of  all  vessels  in  the  regulated 
area.  The  Patrol  Commander  may 
terminate  the  event  at  any  time  it  is 
deemed  necessary  for  the  protection  of 
life  or  property  and  can  be  reached  on 
VHF-FM  Channel  16  by  using  the  call 
sign  “PATCOM”. 

(c)  Effective  Date:  This  section  is 
effective  from  1:30  p.m.  to  4  p.m.  local 
time  on  August  31, 1996. 

Dated:  August  8, 1996. 

T.W.  Josiah, 

Rear  Admiral.  U.S.  Coast  Guard  Commander, 
Eighth  Coast  Guard  District. 

[FR  Doc.  96-21932  Filed  8-27-96;  8:45  am] 
BtLUNO  CODE  4910-14-M 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 

[CA  13-13-6749;  FRL-6557-21 

Approval  and  Promulgation  of 
implementation  Plans,  California  State 
Implementation  Plan  Revision,  San 
Joaquin  Valley  Unified  Air  Pollution 
District 

agency:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Final  rule. 

SUMMARY:  EPA  is  finalizing  limited 
approval  and  limited  disapproval  of  a 
revision  to  the  California  State 
Implementation  Plan  (SIP)  proposed  in 
the  Federal  Register  on  March  21, 1994. 
The  revision  concerns  Rule  465.01  from 
the  San  Joaquin  Valley  Unified  Air 
Pollution  Control  District  (SJVUAPCD). 
This  final  action  will  incorporate  this 
rule  into  the  federally  approved  SIP. 
The  intended  effect  of  finaUzing  this 
action  is  to  regulate  emissions  of 
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volatile  organic  compounds  (VOCs)  in 
accordance  with  the  requirements  of  the 
Clean  Air  Act,  as  amended  in  1990 
(CAA  or  the  Act).  The  rule  controls  VCX3 
emissions  from  steam-enhanced  crude 
oil  production  well  vents.  Thus,  EPA  is. 
fin^zing  a  simultaneous  limited 
approval  and  limited  disapproval  imder 
CAA  provisions  regarding  EPA  action 
on  SIP  submittals  and  general 
rulemaking  authority  b^use  this 
revision,  while  strengthening  the  SIP, 
also  does  not  fully  meet  the  CAA 
provisions  regarding  plan  submissions 
and  requirements  for  nonattainment 
areas.  As  a  result  of  this  limited 
disapproval,  sanctions  will  be 
automatically  imposed  in  accordance 
with  EPA’s  Order  of  Sanctions  rule 
unless  the  State  submits  and  EPA 
approves  corrections  to  the  identified 
deficiencies  within  18  months  of  the 
effective  date  of  this  disapproval. 
Moreover,  EPA  will  be  required  to 
promulgate  a  Federal  implementation 
plan  (FIP)  unless  the  deficiencies  are 
corrected  within  24  months  of  the 
effective  date  of  this  disapproval. 
EFFECTIVE  DATE:  This  action  is  effective 
on  September  27, 1996. 

ADDRESSES:  Copies  of  the  rule  and  EPA’s 
evaluation  report  are  available  for 
public  inspection  at  EPA’s  Region  9 
office  during  normal  business  hours. 
Copies  of  the  submitted  rule  are 
available  for  inspection  at  the  following 
locations: 

Rulemaking  Section  (A-5-3),  Air  and 
Toxics  Division,  U.S.  Environmental 
Protection  Agency,  Region  IX,  75 
Hawthorne  Street,  San  Francisco,  CA 
94105 

Environmental  Protection  Agency,  Air 
Docket  (6102),  401  “M”  Street,  S.W., 
Washington,  D.C.  20460 
California  Air  Resources  Board, 
Stationary  Source  Division,  Rule 
Evaluation  Section,  2020  “L”  Street, 
Sacramento,  CA  95814 
San  Joaquin  Valley  Unified  Air 
Pollution  Control  District,  1999 
*ruolumne  Street,  Suite  #200,  Fresno, 
CA  95814. 

FOR  FURTHER  INFORMATION  CONTACT: 
Daniel  A.  Meer,  Rulemaking  Section, 
(A-5-3),  Air  and  Toxics  Division,  U.S. 
Environmental  Protection  Agency, 
Region  DC,  75  Hawthorne  Street,  San 
Francisco,  CA  94105,  Telephone:  (415) 
744-1185. 

SUPPLEMENTARY  INFORMATION: 
Background 

On  March  21, 1994  in  59  FR 13289, 
EPA  proposed  granting  limited  approval 
and  limited  disapproval  of  SJVUAPCD’s 
Rule  465.1,  Steam-enhanced  Crude  Oil 
Production  Well  Vents,  into  the 


California  SIP.  Rule  465.1  was  adopted 
by  SJVUAPCD  on  September  19, 1991. 
Tliis  rule  was  submitted  by  the 
California  Air  Resources  Board  (CARB) 
to  EPA  on  January  28, 1992.  This  rule 
was  submitted  in  response  to  EPA’s 
1988  SIP  Call  and  the  CAA  section 
182(a)(2)(A)  requirement  that 
nonattainment  areas  fix  their  reasonably 
available  control  technology  (RACT) 
rules  for  ozone  in  accordance  with  l^A 
guidance  that  interpreted  the 
requirements  of  the  pre-amendment  Act. 
A  detailed  discussion  of  the  background 
for  the  above  rule  and  nonattainment 
area  is  provided  in  the  notice  of 
propos^  rulemaking  (NPRM)  cited 
above. 

EPA  has  evaluated  the  above  rule  for 
consistency  with  the  requirements  of 
the  CAA  and  EPA  regulations  and  EPA’s 
interpretation  of  these  requirements  as 
expressed  in  the  various  ^A  policy 
guidance  documents  referenced  in  the 
NPRM.  EPA  is  finalizing  the  limited 
approval  of  this  rule  in  order  to 
strengthen  the  SIP  and  finalizing  the 
limited  disapproval  requiring  the 
correction  of  the  remaining  deficiencies. 
The  rule  contains  deficiencies  which 
were  required  to  be  corrected  pursuant 
to  the  section  182(a)(2)(A)  requirement 
of  part  D  of  the  CAA.  Rule  465.1  lacks 
clarity  in  specifying  rule  applicability, 
lacks  sufficient  recordkeeping 
requirements,  and  includes  an 
imapprovable  provision  which  exempts 
certain  equipment  from  New  Source 
Review  (NSR)  requirements.  Section 
ni.G.  of  Rule  465.1  states  that  if  a  new 
incineration  device  is  reqiiired  solely  to 
comply  with  the  requirements  of  Rule 
465.1  for  existing  cyclic  wells,  then  the 
device  will  not  subject  to  New  and 
Modified  Soiurce  Review  requirements, 
provided  the  device  includes  best 
available  control  technology  for  all  air 
contaminants  and  is  under  a  District 
permit  This  provision  is  unapprovable 
and  in  order  to  correct  the  deficiency, 
section  m.G.  must  be  amended  to  be 
consistent  with  the  memorandum 
entitled,  “Pollution  Control  Projects  and 
New  Source  Review  Applicability’’ 
issued  by  John  Seitz,  Office  of  Air 
Quality  Planning  and  Standards,  on  July 
1, 1994.  In  addition,  any  emissions 
previously  allowed  under  this  NSR 
exemption  must  be  offset.  A  detailed 
discussion  of  the  rule  provisions  and 
evaluation  have  been  provided  in  the 
NPRM  and  in  the  technical  support 
docmnent  (TSD)  available  at  EPA’s 
Region  DC  office. 

Response  to  Public  Comments 

A  36-day  public  comment  period  was 
provided  in  NPRM  at  59  FR  13289.  EPA 
received  one  comment  letter  on  the 


NPRM  from  the  Independent  Oil 
Producers’  Agency  (lOPA).  The 
comment  letter  has  been  evaluated  by 
E^A  and  a  summary  of  the  comment 
and  EPA’s  response  are  set  forth  below. 

Comment:  In  the  TSD  for  SJVUAPCD 
Rule  465.1,  EPA  stated  that  no  data  were 
submitted  to  justify  the  exemption  in 
Section  III.F.  The  lOPA  asked  why  EPA 
is  questioning  the  small  producer 
exemption  for  exempting  10  wells 
responding  to  another  operator’s  steam 
injection  when  the  emissions  fixim  the 
100  cyclic  wells  in  UI.B  exemption  were 
not  considered  significant. 

Response:  Data  submitted  by 
SJVUAPCD  demonstrate  that  emissions 
firom  the  cyclic  wells  (exempted  by 
section  III.B)  were  not  significant. 
However,  emissions  from  non-cyclic 
wells  tend  to  be  much  higher  than  from 
cyclic  wells.  SJVUAPCD  did  not  submit 
sufficient  data  to  show  that  the 
emissions  fitim  non-cyclic  wells 
(exempted  by  section  III.F)  were  also 
insignificant. 

Comment:  There  is  no  need  to  require 
small  producers  to  keep  production 
records  because  oil  prc^ucers  always 
keep  production  records  in  order  to 
monitor  production  levels. 

Response:  The  EPA  believes  that 
recordkeeping,  as  outlined  in  the  “Blue 
Book’’  is  necessary  to  ensine  that  the 
sources  are  complying  with  the  rule.  If 
the  producers  are  already  keeping 
production  records,  there  should  be  no 
difficulties  in  complying  with  the 
recordkeeping  requirement. 

Comment:  According  to  the 
commenter,  the  word  “county’’  was 
purposely  left  in  the  small  production 
defbiition  to  delineate  between  the  Kem 
County  and  Fresno  Coimty  oilfields. 

Response:  EPA  recognizes  the  point 
raised  by  the  commenter.  However, 
since  the  SJVUAPCD  is  comprised  of 
eight  counties,  the  word  district  is  more 
appropriate  to  use,  particularly  for  the 
applicability  of  promulgating  rules  and 
regulations. 

EPA  Action 

EPA  is  finalizing  a  limited  approval 
and  a  limited  disapproval  of  the  above- 
referenced  rule.  The  limited  approval  of 
this  rule  is  being  finalized  under  section 
110(k)(3)  in  light  of  EPA’s  authority 
pursuant  to  section  301(a)  to  adopt 
regulations  necessary  to  further  air 
quality  by  strengthening  the  SIP.  The 
approval  is  limited  in  the  sense  that  the 
rule  strengthens  the  SIP.  However,  the 
rule  does  not  meet  the  section' 
182(a)(2)(A)  CAA  requirement  because 
of  the  rule  deficiencies  which  were 
discussed  in  the  NPRM.  Thus,  in  order 
to  strengthen  the  SIP,  EPA  is  granting 
limited  approval  of  this  rule  under 
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sections  110(k](3)  and  301(a)  of  the 
CAA.  This  action  approves  the  rule  into 
the  SIP  as  federally  enforceable. 

At  the  same  time,  EPA  is  finalizing 
the  limited  disapproval  of  this  rule 
because  it  contains  deficiencies  that 
have  not  been  corrected  as  required  by 
section  182(a)(2)(A)  of  the  CAA,  and,  as 
such,  the  rule  does  not  fully  meet  the 
requirements  of  Part  D  of  the  Act.  As 
stated  in  the  NPRM,  upon  the  effective 
date  of  this  NFRM,  the  18  month  clock 
for  sanctions  and  the  24  month  FIP 
clock  will  begin.  Sections  179(a)  and 
110(c).  If  the  State  does  not  submit  the 
required  corrections  and  EPA  does  not 
determine  within  18  months  of  the 
effective  date  of  the  NFRM  that  the  State 
has  corrected  the  deficiency,  sanctions 
will  be  imposed  in  accordance  with 
EPA’s  Order  of  Sanctions  rule.  See  59 
FR  39832  (Aug.  4, 1994),  to  be  codified 
at  40  CFR  52.31.  It  should  be  noted  that 
the  rule  covered  by  this  NFRM  has  been 
adopted  by  SJVUAPCD  and  is  currently 
in  effect  in  the  SJVUAPCD.  EPA’s  , 
limited  disapproval  action  will  not 
prevent  the  SJVUAPCD,  or  the  EPA  from 
enforcing  this  rule. 

Nothing  in  this  action  should  be 
construed  as  permitting  or  allowing  or 
establishing  a  precedent  for  any  future 
request  for  revision  to  any  state 
implementation  plan.  Each  request  for 
revision  to  the  state  implementation 
plan  shall  be  considered  separately  in 
light  of  specific  technical,  economic, 
and  environmental  factors  and  in 
relation  to  relevant  statutory  and 
regulatory  requirements. 

Regulatory  Process 

Under  section  307(b)(1)  of  the  Act, 
petitions  for  judicial  review  of  this 
action  must  be  filed  in  the  United  States 
Court  of  Appeals  for  the  appropriate 
circuit  by  October  28, 1996.  Filing  a 
petition  for  reconsideration  by  the 
Administrator  of  this  final  rule  does  not 
affect  the  finality  of  this  rule  for  the 
purposes  of  judicial  review  nor  does  it 
extend  the  time  within  which  a  petition 
for  judicial  review  may  be  filed  and 
shall  not  postpone  the  effectiveness  of 
such  rule  or  action.  This  action  may  not 
be  challenged  later  in  proceedings  to 
enforce  its  requirements  (see  section 
307(b)(2)). 

Unfunded  Mandates 

Under  Sections  202,  203,  and  205  of 
the  Unfunded  Mandates  Reform  Act  of 
1995  (“Unfunded  Mandates  Act”), 
signed  into  law  on  March  22, 1995,  EPA 
must  undertake  various  actions  in 
association  with  proposed  or  final  rules 
that  include  a  Federal  mandate  that  may 
result  in  estimated  costs  of  $100  million 
or  more  to  the  private  sector  or  to  State. 


local,  or  tribal  governments  in  the 
aggregate. 

Through  submission  of  this  state 
implementation  plan  or  plan  revision, 
the  State  and  any  affected  local  or  tribal 
governments  have  elected  to  adopt  the 
program  provided  for  imder  Part  D  of 
the  Clean  Air  Act.  These  rules  may  bind 
State,  local,  and  tribal  governments  to 
perform  certedn  actions  and  also  require 
the  private  sector  to  perform  certain 
duties.  The  rule  being  approved  by  this 
action  will  impose  no  new  requirements 
because  affected  somces  are  already 
subject  to  these  regulations  imder  State 
law.  Therefore,  no  additional  costs  to 
State,  local,  or  tribal  governments  or  to 
the  private  sector  result  from  this  action. 
EPA  has  also  determined  that  this  final 
action  does  not  include  a  mandate  that 
may  result  in  estimated  costs  of  $100 
million  or  more  to  State,  local,  or  tribal 
governments  in  the  aggregate  or  to  the 
private  sector. 

Under  5  U.S.C.  801(a)(1)(A)  as  added 
by  the  Small  Business  Regulatory 
Enforcement  Fairness  Act  of  1996,  EPA 
submitted  a  report  containing  this  rule 
and  other  required  information  to  the 
U.S.  Senate,  the  U.S.  House  of 
Representatives  and  the  Comptroller 
General  of  the  General  Accounting 
Office  prior  to  publication  of  the  rule  in 
today’s  Federal  Register.  This  rule  is 
not  a  major  rule  as  defined  by  5  U.S.C. 
804(2). 

This  action  has  been  classified  as  a 
Table  3  action  for  signature  by  the 
Regional  Administrator  under  the 
procedures  published  in  the  Federal 
Register  on  January  19, 1989  (54  FR 
2214-2225),  as  revised  by  a  July  10, 

1995  memorandum  from  Mary  Nichols, 
Assistant  Administrator  for  Air  and 
Radiation.  The  Office  of  Management 
and  Budget  (OMB)  has  exempted  this 
regulatory  action  from  Executive  Order 
12866  review... 

List  of  Subjects  in  40  CFR  Part  52  ' 

Environmental  protection.  Air 
pollution  control.  Hydrocarbons, 
Incorporation  by  reference. 
Intergovernmental  relations.  Oxides  of 
nitrogen.  Ozone,  Reporting  and 
recordkeeping  requirements.  Volatile 
organic  compound. 

Note:  Incorporation  by  reference  of  the 
State  Implementation  Plan  for  the  State  of 
California  was  approved  by  the  Director  of 
the  Federal  Register  on  July  1, 1982. 

Dated:  August  9, 1996. 

Felicia  Marcus, 

Regional  Administrator. 

Subpart  F  of  part  52,  chapter  I,  title  40 
of  the  Code  of  Federal  Regulations  is 
amended  as  follows: 


PART  52— [AMENDED] 

1.  The  authority  citation  for  part  52 
continues  to  read  as  follows: 

Authority:  42  U.S.C.  7401-7671q. 

Subpart  F— California 

2.  Section  52.220  is  amended  by 
adding  paragraph  (c)(187)(i)(A)(6)  to 
read  as  follows: 

§  52.220  Identification  of  plam 
***** 

(c)*  *  * 

(187)  *  *  * 

(i)*  •  * 

(A)  *  *  * 

(6)  Rule  465.1,  adopted  on  September 
19, 1991. 

***** 

IFR  Doc.  96-21907  Filed  8-27-96;  8:43  am) 
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FEDERAL  EMERGENCY 
MANAGEMENT  AGENCY 

44  CFR  Part  64 
[Docket  No.  FEMA-76471 

List  of  Communities  Eligible  for  the 
Sale  of  Flood  Insurance 

AGENCY:  Federal  Emergency 
Management  Agency  (FEMA). 

ACTION:  Final  rule. 

SUMMARY:  This  rule  identifies 
communities  participating  in  the 
National  Flood  Insurance  Program 
(NFIP).  These  communities  have 
applied  to  the  program  and  have  agreed 
to  enact  certain  floodplain  management 
measures.  The  communities’ 
participation  in  the  program  authorizes 
the  sale  of  flood  insurance  to  owners  of 
property  located  in  the  communities 
listed. 

EFFECTIVE  OATES:  The  dates  listed  in  the 
third  column  of  the  table. 

ADDRESSES:  Flood  insurance  policies  for 
property  located  in  the  communities 
listed  can  be  obtained  from  any  licensed 
property  insurance  agent  or  broker 
serving  the  eligible  community,  or  from 
the  NFIP  at:  Post  Office  Box  6464, 
Rockville,  MD  20849,  (800)  638-6620. 
FOR  FURTHER  INFORMATION  CONTACT: 
Robert  F.  Shea,  Jr.,  Division  Director, 
Program  Implementation  Division, 
Mitigation  Directorate,  500  C  Street, 
SW.,  room  417,  Washington,  DC  20472, 
(202) 646-3619. 

SUPPLEMENTARY  INFORMATION:  The  NFIP 
enables  property  owners  to  purchase 
flood  insurance  which  is  generally  not 
otherwise  available.  In  return. 
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communities  agree  to  adopt  and 
administer  local  floodplain  management 
measures  aimed  at  protecting  lives  and 
new  construction  from  future  flooding. 
Since  the  communities  on  the  attached 
list  have  recently  entered  the  NFIP, 
subsidized  flood  insiuance  is  now 
available  for  property  in  the  community. 

In  addition,  the  Director  of  the 
Federal  Emergency  Management  Agency 
has  identified  the  special  flood  hazard 
areas  in  sonlB  of  these  communities  by 
publishing  a  Flood  Hazard  Boundary 
Map  (FHBM)  or  Flood  Insurance  Rate 
Map  (FIRM).  The  date  of  the  flood  map, 
if  one  has  been  published,  is  indicated 
in  the  fourth  column  of  the  table.  In  the 
communities  listed  where  a  flood  map 
has  been  published.  Section  102  of  the 
Flood  Disaster  Protection  Act  of  1973,  as 
amended,  42  U.S.C.  4012(a),  requires 
the  purchase  of  flood  insurance  as  a 
condition  of  Federal  or  federally  related 
financial  assistance  for  acquisition  or 
construction  of  buildings  in  the  special 
flood  hazard  areas  shown  on  the  map. 

The  Director  finds  that  the  delayed 
effective  dates  would  be  contrary  to  the 
public  interest.  The  Director  also  finds 
that  notice  and  public  procedure  under 
5  U.S.C.  553(b)  are  impracticable  and 
unnecessary. 


National  Environmental  Policy  Act 

This  rule  is  categorically  excluded 
fi’om  the  requirements  of  44  CFR  Part 
10,  Environmental  Considerations.  No 
environmental  impact  assessment  has 
been  prepared. 

Regulatory  Flexibility  Act 

The  Acting  Associate  Director 
certifies  that  this  rule  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities  in 
accordance  with  the  Regulatory 
Flexibility  Act,  5  U.  S.  C.  601  et  seq., 
because  the  rule  creates  no  additional 
burden,  but  lists  those  commimities 
eligible  for  the  sale  of  flood  insurance. 

Regulatory  Classification 

This  final  rule  is  not  a  significant 
regulatory  action  under  the  criteria  of 
section  3(f)  of  Executive  Order  12866  of 
September  30, 1993,  Regulatory 
Planning  and  Review,  58  FR  51735. 

Paperwork  Reduction  Act 

This  rule  does  not  involve  any 
collection  of  information  for  purposes  of 
the  Paperwork  Reduction  Act,  44  U.S.C. 
3501  et  seq. 


Executive  Order  12612,  Federalism 

This  rule  involves  no  policies  that 
have  federalism  implications  luider 
Executive  Order  12612,  Federalism, 
October  26, 1987,  3  CFR,  1987  Comp., 
p.  252. 

Executive  Order  12778,  Civil  Justice 
Reform 

This  rule  meets  the  applicable 
standards  of  section  2(b)(2)  of  Executive 
Order  12778,  October  25. 1991,  56  FR 
55195,  3  CFR,  1991  Comp.,  p.  309. 

List  of  Subjects  in  44  GFR  Part  64 

Flood  insurance.  Floodplains. 
Accordingly,  44  CFR  part  64  is 
amended  as  follows: 

PART  64— [AMENDED] 

1.  The  authority  citation  for  Part  64 
continues  to  read  as  follows: 

Authority:  42  U.S.C.  4001  et  seq.. 
Reorganization  Plan  No.  3  of  1978,  3  CFR, 
1978  Comp.,  p.  329:  E.O.  12127,  44  FR  193S7, 
3  CFR.  1979  Comp.,  p.  376. 

§64.6  [Amended] 

2.  The  tables  published  under  the 
authority  of  §  64.6  are  amended  as 
follows: 


State  and  location 

Community  1 
No. 

j  Effective  date  of  eligibility 

Current  effective  I 

map  date 

NEW  ELIGIBLES — Emergency  Program 

Michigan:  Ewing,  township  of,  Marquette  County  . 

260957 

July  2.  1996  . . . 

Kansas:  Linn  County,  unincorporat^  areas  . 

200194 

July  3.  1996  . 

Nebraska:  Guide  Rock,  village  of,  Webster  County . 

Nevada:  Fallon,  city  of,  Churchill  County  . 

310234 

320002 

. do . 

Texas:  Coleman  County,  unirxxirporated  areas . 

480750 

July  4,  1996  . . . 

Georgia;  Molena,  city  of.  Pike  County . 

130376 

July  25.  1996  . 

Indiana:  Washington  County,  unincorporated  areas  . 

180446 

July  30,  1996  . 

NEW  ELIGIBLES — Regular  Program 

Georgia:  Hapeville,  city  of,  Fulton  County . 

130502 

July  2.  1996  . 

Aug.  24,  1993. 

Tennessee:  Rockford,  city  of,  Blount  County '  . 

470320 

July  26,  1996  . 

Junes,  1991. 

Wisconsin:  Potter,  village  of.  Calumet  County  . 

550609 

July  30,  1996  . 

June  15,  1983. 

REINSTATEMENTS 

• 

Pennsylvania; 

Fallowfield,  township  of,  Washington  County . 

422148 

Oct.  15,  1975,  Emerg.;  Feb.  1/.  1989,  Reg.;  Sept.  30, 

Sept.  30,  1995. 

1995,  Susp.;  July  9,  1996,  Rein. 

Edgeworth,  borough  of,  Allegheny  County . 

420032 

Aug.  5,  1974,  Emerg.;  May  1,  1980,  Reg.;  Oct.  4, 

Oct.  4,  1995. 

1995,  Susp.;  July  10,  1996,  Rein. 

Monroeville,  borough  of,  Allegheny  County . 

420054 

May  23,  1973,  Emerg.;  Aug.  1,  1979,  Reg.',  Oct.  4, 

Do. 

1995,  Su8p.;  July  25. 1996,  Rein. 

Texas:  Rising  Star,  city  of,  Eastland  County . 

480795 

Sept.  2,  1976,  Emerg.;  Oct.  31,  1978,  Reg.;  Jan.  18, 

Oct.  31,  1978. 

1989,  Susp.;  July  31,  1996,  Rein.. 

REGULAR  PROGRAM  CONVERSIONS 

Region  II 

New  Jersey:  Flemington,  borough  of.  Hunterdon  Coun¬ 
ty, 

340520 

July  16, 1996,  Suspension  Withdrawn . 

July  16,  1996. 

Region  III 

Pennsylvania:  Smithfield,  township  of,  Huntingdon 

420494 

. do . . . 

Do. 

County. 
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State  and  location 


Community 

No. 


Virginia:  Norfolk,  independent  city  . . 

Region  V 

Michigan:  Cadillac,  city  of,  Wexford  County . . 

Region  Vi 

Arkansas:  Pulaski  County,  unincorporated  areas  ... 
New  Mexico: 

Bernalillo,  town  of,  Sandoval  County . 

Corrales,  village  of.  Sandoval  County . 

Jemez  Springs,  village  of.  Sarxloval  County  ... 

Rio  Rancho,  city  of.  Sandoval  County . 

Sandoval  County,  unincorporated  areas  ......... 

Truth  or  Consequerx;es,  (%  of.  Sierra  County 

Sierra  County,  unincorporated  areas . 

Oklahoma: 

Chandler,  city  of,  Lincoln  County . 

Lincoln  County.  unirxxHporated  areas . 

Region  VII 

Iowa: 

Clayton  County,  unincorporated  areas . 

Elkader,  city  of,  Clayton  County  . . 

Region  VIII 

Utah:  Wendover,  town  of,  Tooele  County  . 


510104 

. do  . 

260247 

. do 

050179 

. do 

350056 

. rio 

350094 

. do 

350096 

. do 

350146 

. do 

350055 

. do 

350073 

. do 

350071 

. do 

400237 

. do 

400457 

. do 

190858 

. do 

190073 

......do 

490222 

. do 

Effective  date  of  eligibility 


Current  effective 
map  date 


Do. 


Mar.  18. 1996. 


July  16, 1996. 

Do.’ 

Do. 

Do. 

Do. 

Do. 

Do. 

Do. 


Do. 

Do. 


Do. 

Do. 


Do. 


'  The  City  of  Rockford  has  adopted  Blount  County’s  FIRM  dated  June  3,  1991,  (panels  0030  and  0040)  and  Flood  Insurance  Study  for  flood- 
plain  management  arKf  flood  insurance  purposes. 

Code  for  reading  third  column:  Emerg. — Emergency;  Reg. — Regular;  Rein. — Reinstatement;  Susp.— Suspension;  With.— Withdrawn. 


(Catalog  of  Federal  Domestic  Assistance  No. 
83.100,  “Flood  Insurance.’’) 

Issued:  August  19, 1996. 

Richard  W.  Krimm, 

Acting  Associate  Director,  Mitigation 
Directorate. 

[FR  Doc.  96-21961  Filed  8-27-96;  8:45  am] 
BILLING  cooe  671S-«6-P 


44  CFR  Part  65 

Changes  in  Flood  Elevation 
Determinations 

AGENCY:  Federal  Emergency 
Management  Agency,  FEMA,. 

ACTION:  Final  rule. 

SUMMARY:  Modified  base  (1%  annual 
chance)  flood  elevations  are  finalized 
for  the  communities  listed  below.  These' 
modified  elevations  will  be  used  to 
calculate  flood  insurance  premium  rates 
for  new  buildings  and  their  contents. 
EFFECTIVE  DATES:  The  effective  dates  for 
these  modified  base  flood  elevations  are 
indicated  on  the  following  table  and 
revise  the  Flood  Insurance  Rate  Map(s) 
(FIRMs)  in  effect  for  each  listed 
community  prior  to  this  date. 
ADDRESSES:  The  modified  base  flood 
elevations  for  each  community  are 
available  for  inspection  at  the  office  of 
the  Chief  Executive  Officer  of  each 
commimity.  The  respective  addresses 
are  listed  in  the  following  table. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  K.  Buckley,  P.E.,  Chief,  Hazard 


Identification  Branch,  Mitigation 
Directorate,  500  C  Street  S.W., 
Washington,  DC  20472,  (202)  646-2756. 
SUPPLEMENTARY  INFORMATION:  The 
Federal  Emergency  Management  Agency 
makes  the  final  determinations  listed 
below  of  modified  base  flood  elevations 
for  each  community  listed.  These 
modified  elevations  have  been 
published  in  newspapers  of  local 
circulation  and  ninety  (90)  days  have 
elapsed  since  that  publication.  The 
Acting  Associate  Director  has  resolved 
any  appeals  resulting  from  this 
notification. 

The  modified  base  flood  elevations  • 
are  not  listed  for  each  community  in 
this  notice.  However,  this  rule  includes 
the  address  of  the  Chief  Executive 
Officer  of  the  commimity  where  the 
modified  base  flood  elevation 
determinations  are  available  for 
infection. 

The  modifications  are  made  pursuant 
to  section  206  of  the  Flood  Disaster 
Protection  Act  of  1973,  42  U.S.C.  4105, 
and  are  in  accordance  with  the  National 
Flood  Insurance  Act  of  1968,  42  U.S.C. 
4001  et  s^.,  and  with  44  CFR  part.65. 

For  rating  purposes,  the  currently 
effective  community  number  is  shown 
and  must  be  used  for  all  new  policies 
and  renewals. 

The  modified  base  flood  elevations 
are  the  basis  for  the  floodplain 
management  measures  that  the 
community  is  required  to  either  adopt 
or  to  show  evidence  of  being  already  in 
effect  in  order  to  quabfy  or  to  remain 


qualified  for  participation  in  the 
National  Flood  Insurance  Program. 

These  modified  elevations,  together 
with  the  floodplain  management  criteria 
required  by  44  CFR  60.3,  are  the 
minimum  that  are  required.  They 
should  not  be  construed  to  mean  that 
the  community  must  change  any 
existing  ordinances  that  are  more 
stringent  in  their  floodplain 
management  requirements.  The 
community  may  at  any  time  enact 
stricter  requirements  of  its  own,  or 
pursuant  to  policies  established  by  other 
Federal,  state  or  regional  entities. 

These  modified  elevations  are  used  to 
meet  the  floodplain  management 
requirements  of  the  NFIP  and  are  also 
used  to  calculate  the  appropriate  flood 
insurance  premium  rates  for  new 
buildings  built  after  these  elevations  are 
made  final,  and  for  the  contents  in  these 
buildings. 

The  changes  in  base  flood  elevations 
are  in  accordance  with  44  CFR  65.4, 

National  Environmental  Policy  Act. 
This  rule  is  categorically  excluded  from 
the  requirements  of  44  CFR  Part  10, 
Environmental  Consideration.  No 
environmental  impact  assessment  has 
been  prepared. 

Regulatory  Flexibility  Act.  The  Acting 
Associate  Director,  Mitigation 
Directorate,  certifies  that  this  rule  is 
exempt  from  the  requirements  of  the 
Regulatory  Flexibility  Act  because 
modified  base  flood  elevations  are 
required  by  the  Flood  Disaster 
Protection  Act  of  1973,  42  U.S.C.  4105, 
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and  are  required  to  maintain  commimity 
.eligibility  in  the  National  Flood 
Insurance  Program.  No  regiilatory 
flexibility  anaWsis  has  been  prepared. 

Regulatory  Classification.  Tliis  final 
rule  is  not  a  significant  regulatory  action 
under  the  criteria  of  section  3(f)  of 
Executive  Order  12866  of  September  30, 
1993,  Regulatory  Planning  and  Review, 
58  FR  51735. 

Executive  Order  12612,  Federalism. 
This  rule  involves  no  policies  that  have 
federalism  implications  imder  Executive 


State  and  county 


Alabama; 

Calhoun  (FEMA 
Docket  No. 
7174). 

Calhoun  and 
Talladega 
(FEMA  Docket 
No.  7174). 

Connecticut  Fairfield 
(FEMA  Docket  No. 
7165). 


Florida: 

Brovvard  (FEMA 
Docket  No. 
7174). 

Duval  (FEMA 
Docket  No. 
7174). 


Order  12612,  Federalism,  dated  October 
26, 1987. 

Executive  Order  12778,  Civil  Justice 
Reform.  This  rule  meets  the  applicable 
standards  of  section  2(b)(2)  of  Executive 
Order  12778. 

List  of  Subjects  in  44  CFR  Part  65 

Flood  insurance.  Floodplains, 
Reporting  and  recordkeeping 
requirements.  Accordingly,  44  CTR  part 
65  is  amended  to  read  as  follows: 


PART  66->[AMENDED] 

1.  The  authority  citation  for  part  65 
continues  to  read  as  follows; 

Authority:  42  U.S.C.  4001  et  seq.; 
Reorganization  Plan  No.  3  of  1978,  3  CFR, 
1978  Comp.,  p.  329;  E.0. 12127, 44  FR  19367, 
3  C3TI,  1979  Comp.,  p.  376. 

§65.4  [Amended] 

2.  The  tables  published  under  the 
authority  of  §  65.4  are  amended  as 
follows: 


Dates  and  name  of 

newspaper  where  no-  Chief  executive  officer  of  community 
tice  was  published 


Unincorporated 

areas. 


City  of  Oxford 


City  of  Stamford 


Town  of  Hillsboro 
Beach. 


City  of  Jacksonville 


Lee  (FEMA  Dock-  Unincorporated 
et  No.  7173).  areas. 


Georgia: 

Bryan  (FEMA 
Docket  No. 
7178). 

Fulton  (FEMA 
Docket  No. 
7174). 

Fulton  (FEMA 
Docket  No. 
7174). 

Florida:  Pinellas 
(FEMA  Docket  No. 
7174). 


Unincorporated 

areas. 


City  of  Fairbum 


Unincorporated 

areas. 


City  of  St.  Peters¬ 
burg. 


IIKrxxs: 

Lake  and  Cook  Village  of  Deerfield 
(FEMA  Docket 
No.  7130). 

Marion  and  Clinton  City  of  Centralia 
(FEMA  Docket 
No.  7174). 


Tazewell  (FEMA 
Docket  No. 
7174). 


Village  of  Morton  ... 


Mar.  6, 1996,  Mar.  13, 
1996,  The  Anniston 
Star. 

Mar.  6, 1996,  Mar.  13, 
1996,  The  Anniston 
Star. 

Oct  13,  1995,  Oct  2, 
1995,  The  Advocate. 


Feb.  1, 1996,  Feb.  8, 
1996,  Observer. 


Feb.  1, 1996,  Feb.  8, 
1996,  The  Fiorida 
Times-Union. 

Dec.  22,  1995,  Dec. 
29, 1995,  News- 
Press. 


Mar.  27, 1996,  Apr.  3, 
1996,  Richmond  Hill- 
Bryan  County  News. 

Feb.  29, 1996,  Mar.  7, 
1996,  The  South 
Fulton  Neighbor. 

Feb.  8, 1996,  Feb.  15, 
1996,  Daily  Report. 


Jan.  26, 1996,  Feb.  2, 
1996,  St  Petersburg 
Times. 


Apr.  20, 1995,  Apr.  27, 

1 995,  '  Deerfield  Re¬ 
view. 

Feb.  23, 1996,  Mar.  1, 

1996,  Cenbaiia  Sen¬ 
tinel. 

Mar.  6,  1996,  Mar.  13, 
1996,  Tazewell 
News. 


Administrator,  1702  Noble  Street 
Suite  103,  Anniston,  Alabama 
36201. 

he  Honorable  Leon  Smith  Mayor  of 
the  City  of  Oxford,  P.O.  Box  3383, 
100  Choccolocco  Street  Oxford, 
Alabama  36203. 

he  Honorable  Stanley  Esposito, 
Mayor  of  the  City  of  Stamford, 
Stamford  Government  Center,  888 
Washington  Boulevard,  Stamford, 
Connecticut  06904-2152.  • 


Mayor  of  the  Town  of  Hillsboro 
Beach,  1210  Hillsboro  Mile,  Hills¬ 
boro  Beach,  Florida  33062. 
he  Honorable  John  Delaney,  Mayor 
of  the  City  of  Jacksonville,  220 
East  Bay  ^eet  14th  Floor,  Jack¬ 
sonville,  Florida  32202-3495. 

Ir.  Donald  P.  Stilwell  Lee  County 
Manager,  Administration  Depart¬ 
ment,  P.O.  Box  398,  Fort  Myers, 
Florida  33902-0398. 


Bryan  County  Board  of  Commis¬ 
sioners,  P.O.  Box  430,  Pembroke, 
Georgia  31321. 

he  Honorable  Betty  Hannah,  Mayor 
of  the  City  of  Fairbum,  P.O.  Box 
145,  Fairbum,  Georgia  30213. 
tr.  Mitchell  Skandalakis,  Chairman 
of  the  Fulton  County  Board  of 
Commissioners,  141  Pryor  Street, 
S.W.,  Atlanta,  Georgia  30303. 
he  Honorable  DavkJ  J.  Fisher, 
Mayor  of  the  City  of  St  Petersburg, 
P.O.  Box  2842,  St.  Petersburg, 
Florida  33731. 


Waukegan  Road,  Deerfield,  Illinois 
60015. 

Is.  Becky  Roeckeman,  ComrrKinity 
Development  Director,  222  South 
Poplar  Street,  Centralia,  Illinois 
62801. 

lobert  D.  Hertenstein,  M.D.,  Presi¬ 
dent  of  the  Village  of  Morton  Board 
of  Trustees,  P.O.  Box  28,  120 
North  Main  Street  Morton,  Illinois 
61550-0028. 


Effective  date  of 
modification 

Commu¬ 
nity  NOi 

Feb.  28, 1996 . 

010013  C 

Feb.  28,  1996 . 

010023  C 

Oct.  2,  1995  . 

090015  C 

Jan.  24, 1996  . 

120040  F 

Jan.  25,  1996  . 

120077  E 

Dec.  7, 1995  . 

125124  B 

Mar.  19,  1996 . 

130016  A 

June  5, 1996  . 

130314  B 

May  15,  1996  . 

135160  B 

Jan.  19, 1996  . 

125148C 

Apr.  13,  1995  . 

1 70361 C 

Aug.  16,  1996  .... 

1 70453  C 

Feb.  28.  1996 . 

170652  D 
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State  and  county 

Location 

Dates  and  name  of 
newspaper  where  no¬ 
tice  was  published 

Chief  executive  officer  of  community 

Effective  date  of 
modification 

.  Commu¬ 
nity  No. 

Will  (FEMA  Docket 
No.  7165). 

Village  of  New 

Lenox. 

OcL  11, 1995,  Oct  18, 
1995,  Herakt44ews. 

Mr.  John  Nowakowski,  President  of 
the  Village,  of  New  LerK)x,  701 
West  Haven  Avenue.  New  Lenox, 
Illinois  60451-2137. 

Apr.  3.  1996  . 

170706  E 

Cook  (FEMA 

Docket  No. 

7173). 

City  of  Prospect 
Heights. 

Jan.  3, 1996,  Jan.  10, 
1996,  Daiiy  Herald 

The  Honorable  Edward  Rotchford, 
Mayor  of  the  City  of  Prospect 
Heights,  No.  1  Elmhurst  Road, 
Prospect  Heights,  Illinois  60070. 

Doc.  20. 1995  .... 

170054  B 

Indiana:  Hamilton 
(FEMA  Docket  No. 
7174). 

Town  of  Westfield 

Feb.  13. 1996,  Feb. 

20, 1996  Noblesville 
Daily  Ledger. 

Mr.  Mike  McDonald,  WestTield  Town 
Council  President,  130  Penn 
Street,  Westfield,  Indiana  46074. 

May  20.  1996  .... 

180083C 

Massachusetts: 

Bristol  (FEMA 
Docket  No. 

7174). 

Town  of  Mansfield 

Jan.  26, 1996,  Feb.  2, 
1996  Mansfield 

News. 

Mr.  Wilfiam  F.  Williams,  Mansfield 
Town  Manager,  50  West  Street 
Mansfield,  Massachusetts  02048. 

May  2.  1996  . 

250057 

Middlesex  (FEMA 
Docket  No. 

7158). 

City  of  LoweH . 

Oct  3. 1995,  Oct.  10. 
1995,  The  Sun 

Mr.  Richard  Johnson.  Manager  of  the 
City  of  Lowell,  375  Merrimack 
Street.  Lowell.  Massachusetts 
01862. 

Jan.  8, 1996  . 

250201  C 

New  Jersey: 

Union  (FEMA 
Docket  No. 

7183). 

Borough  of  Ken¬ 
ilworth. 

Apr.  10, 1996,  Apr.  17. 
1996,  Cranford 
Chronicle. 

The  Honorable  Michael  Tripodi, 
Mayor  of  the  Borough  of  Kerv- 
ilw(^,  567  Boulevard,  Kenilworth, 
New  Jersey  07033. 

Apr.  3, 1996  . 

340466  B 

Union  (FEMA  , 
Docket  No. 

7178). 

Borough  of  Roselle 

Apr.  11,  1996.  Apr.  18. 
1996,  Roselle  Spec¬ 
tator. 

The  Honorable  Joseph  L  Picaro, 
Mayor  of  the  Borough  of  Roselle, 
210  Chestnut  Street  Roselle,  New 
Jersey  07203. 

Apr.  2. 1996  . 

340472  A 

New  York: 

Erie  (FEMA  Dock¬ 
et  No.  7174). 

Town  of  Amherst  ... 

Jan.  31, 1996,  Feb.  7, 
1996,  Amherst  Bee. 

Mr.  Thomas  Ahem,  Town  of  Arrrherst 
Supervisor.  Amherst  Municipal 
Building,  5583  Main  Street, 
Wili'iarnsville.  New  York  14221. 

May  8, 1996  . 

360226  D 

Erie  (FEMA  Dock¬ 
et  No.  7174). 

Village  of 
WHIiamsville. 

Jan.  31, 1996,  Feb.  7, 
1996,  Amherst  Be6. 

The  Honorable  Basil  Piazza,  Mayor 
of  the  Village  of  WilKamsville,  P.O. 
Box  1557,  Williamsville,  New  York 
14231-1557. 

May  8. 1996  . . 

360263  B 

North  Carolina: 

Haywood  (FEMA 
Docket  No. 

7174). 

Unincorporated 

areas. 

Jan.  31, 1996,  Feb.  7, 
1996,  The  Mountain¬ 
eer. 

Mr.  Ed  R^^ll,  Chairman  of  the  Hay¬ 
wood  County  Board  of  Commis¬ 
sioners,  420  North  Main  Street 
Waynesville,  North  Carolina  28786. 

Jan.  24, 1996  . 

370120  B 

Henderson  (FEMA 
Docket  No. 

7169). 

City  of  Henderson¬ 
ville. 

Nov.  3. 1995,  Nov.  10. 
1995,  The  Times 
News. 

The  Honorable  Fred  Neihoff,  Mayor 
of  the  City  of  Hendersonville,  P.O. 
Box  1670,  Hendersonville,  North 
Carolina  28793. 

May  6. 1996  . 

370128  B 

(Catalog  of  Federal  Domestic  Assistance  No. 
83.100,  "Flood  Insurance.”) 

Dated;  August  15. 1996. 

Richard  W.  Krinun, 

Acting  Associate  Director  for  Mitigation. 

IFR  Doc.  96-21963  Filed  6-27-96;  8:45  am) 
BILUNQ  CODE  S71IMU-P 


44CFR  Partes 
[Docket  No.  FEMA-71 91] 

Changes  in  Flood  Elevation 
Determinations 

AGENCY:  Federal  Emergency 
Management  Agency,  FEMA. 

ACTION:  Interim  rule. 

SUMMARY:  This  interim  rule  lists 
communities  where  modification  of  the 


base  (1%  annual  chance)  flood 
elevations  is  appropriate  because  of  new 
scientific  or  teclmical  data.  New  flood 
insiuance  premium  rates  will  be 
calculated  from  the  modified  base  flood 
elevations  for  new  buildings  and  their 
contents. 

DATES:  These  modified  base  flood 
elevations  are  currently  in  efiect  on  the 
dates  listed  in  the  table  and  revise  the 
Flood  Instnance  Rate  Map(s)  (FIRMs)  in 
effect  prior  to  this  determination  for 
each  listed  community. 

From  the  date  of  the  second 
publication  of  these  changes  in  a 
newspaper  of  local  circulation,  any 
person  has  ninety  (90)  days  in  which  to 
request  through  the  community  that  the 
Acting  Associate  Director  reconsider  the 
changes.  The  modified  elevations  may 
be  changed  dviring  the  90-day  period. 


ADDRESSES:  The  modified  base  flood 
elevations  for  each  community  are 
available  for  inspection  at  the  office  of 
the  Chief  Executive  Officer  of  each 
community.  The  respective  addresses 
are  listed  in  the  following  table. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  K.  Buckley,  P.E.,  Chief,  Hazard 
Identification  Branch,  Mitigation 
EKrectorate,  500  C  Street  S.W., 
Washington,  DC  20472,  (202)  646-2756. 

SUPPLEMENTARY  INFORMATION:  The 
modified  base  flood  elevations  are  not 
listed  for  each  commimity  in  this 
interim  rule.  However,  the  address  of 
the  Chief  Executive  Officer  of  the 
community  where  the  modified  base 
flood  elevation  determinations  are 
available  for  inspection  is  provided. 
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Any  request  for  reconsideration  must 
be  based  upon  knowledge  of  changed 
conditions,  or  upon  new  scientific  or 
technical  data. 

The  modifications  are  made  pursuant 
to  section  201  of  the  Flood  Disaster 
Protection  Act  of  1973,  42  U.S.C.  4105, 
and  are  in  accordance  with  the  National 
Flood  Insurance  Act  of  1968,  42  U.S.C. 
4001  et  seq.,  and  with  44  CFR  part  65. 

For  rating  purposes,  the  currently 
effective  community  number  is  shown 
and  must  be  used  for  all  new  policies 
and  renewals. 

The  modified  base  flood  elevations 
are  the  basis  for  the  floodplain 
management  m^sures  that  the 
commimity  is  required  to  either  adopt 
or  to  show  evidence  of  being  already  in 
effect  in  order  to  qualify  or  to  remain 
qualified  for  participation  in  the 
National  Flood  Insurance  Program. 

These  modified  elevations,  together 
with  the  floodplain  management  criteria 
required  by  44  CFR  60.3,  are  the 
minimum  that  are  required.  They 
should  not  be  construed  to  mean  that 
the  commimity  must  change  any 
existing  ordinances  that  are  more 
stringent  in  their  floodplain 
management  requirements.  The 
cominunity  may  at  any  time  enact 


stricter  requirements  of  its  own,  or 
piusuant  to  policies  established  by  other 
Federal,  state  or  regional  entities. 

The  changes  in  base  flood  elevations 
are  in  accordance  with  44  CFR  65.4. 

National  Enviroiunental  Policy  Act 

This  rule  is  categorically  excluded 
fiom  the  requirements  of  44  CFR  Part 
10,  Environmental  Consideration.  No 
environmental  impact  assessment  has 
been  prepared. 

Regulatory  Flexibility  Act 

The  Acting  Associate  Director, 
Mitigation  Directorate,  certifies  that  this 
rule  is  exempt  fi'om  the  requirements  of 
the  Regulatory  Flexibility  Act  because 
modified  base  flood  elevations  are 
required  by  the  Flood  Disaster 
Protection  Act  of  1973,  42  U.S.C.  4105, 
and  are  required  to  maintain  coimnunity 
eligibility  in  the  National  Flood 
Insiuance  Program.  No  regulatory 
flexibility  analysis  has  been  prepared. 

Regulatory  Classification 

This  interim  rule  is  not  a  significant 
regulatory  action  under  the  criteria  of 
section  3(f)  of  Executive  Order  12866  of 
September  30, 1993,  Regulatory 
Planning  and  Review,  58  FR  51735. 


Executive  Order  12612,  Federalism 

This  rule  involves  no  policies  that 
have  federalism  implications  imder 
Executive  Order  12612,  Federalism, 
dated  October  26, 1987. 

Executive  Order  12778,  Civil  Justice 
Reform 

This  rule  meets  the  applicable 
standards  of  section  2(b)(2)  of  Executive 
Order  12778. 

List  of  Subjects  in  44  CFR  Part  65 

Flood  insuremce.  Floodplains, 
Reporting  and  recordkeeping 
requirements. 

Accordingly,  44  CFR  part  65  is 
amended  to  read  as  follows: 

PART  6&-(AMENDED] 

1.  The  authority  citation  for  part  65 
continues  to  read  as  follows: 

Authority:  42  U.S.C.  4001  et  seq.; 
Reorganization  Plan  No.  3  of  1978,  3  CFR, 
1978  Comp.,  p.  329;  E.0. 12127, 44  FR  19367, 
3  CFR,  1979  Comp.,  p.  376. 

§65.4  [Amended] 

2.  The  tables  published  tmder  the 
authority  of  §  65.4  are  amended  as 
follows: 


State  and  county 


Connecticut 

Fairfield 


Fairfield 


Illinois: 

WiH  and  DuPage 
Counties. 


Cook 


Kane 


Indiana: 


Lxx»tion 

Dates  atxf  name  of  news¬ 
paper  where  notice  was 
published 

Chief  executive  officer  of 
community 

Effective  date  of 
modification 

Commu¬ 
nity  No. 

City  of  Bridgeport . 

June  14, 1996,  June  21, 
1996,  Connecticut  Post 

The  Honorable  Joseph 

P.  Ganim,  Mayor  of 
the  city  of  Bridgeport, 

45  Lyon  Terrace, 
Bridgeport,  Connecti¬ 
cut  06604. 

Sept  19. 1996  . 

090002  C 

Town  of  Stratford _ 

June  14, 1996,  June  21, 
1996,  Connecticut  Post 

Mr.  Mark  S.  Barnhart, 
Stratford  Town  Marv 
ager,  2725  Main 

Street,  Stratford,  Corv 
necticut  06497. 

Sept.  19,  1996  . 

090016  D 

City  of  NapervHle . 

Dec.  13,  1995,  Dec.  20, 
1995,  The  NapervUle 

Sun. 

The  Honorable  A. 

George  Pradel,  Mayor 
of  the  City  of 

Naperville.  400  South 
Eagle  Street, 

Naperville,  Illinois 

60540. 

Dec.  5, 1996  . 

170213  C 

City  of  Country  Club 
Hills. 

June  13, 1996,  June  20, 
1996,  The  Star. 

The  Honorable  Dwight 

W.  Welch,  Mayor  of 
the  City  of  Country 

Club  Hills,  4200  West 
183rd  StreeL  Country 
Club  Hills,  Illinois 

60478. 

Jurre  6, 1996  . «... 

170078  C 

Village  of  Hampshire ... 

June  5. 1996,  June  12, 
1996,  Hampshire  Reg¬ 
ister. 

Mr.  William  SchmidL 
President  of  the  VHIage 
of  Hampshire,  234 
South  State  Street, 

P.O.  Box  457,  Hamp¬ 
shire.  Illinois  60140. 

Jurre  5, 1996  . 

170327  C 
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State  and  county 

Location 

Dates  and  name  of  news¬ 
paper  where  notice  was 
published 

Chief  executive  officer  of 
community 

Effective  date  of 
modification 

Commu¬ 
nity  No. 

Allen . . . 

Town  of  Grabill . 

July  16, 1996,  July  23, 

1996,  Journei  Gazette. 

Ms.  Joanne  Sauder, 

Grabill  Town  Cou^l, 
P.O.  Box  321,  Grabill, 
Indiana  46741. 

Jify  9. 1996  . 

180499  D 

Allen . 

Unincorporated  areas 

July  16. 1996,  July  23, 

1996,  Journal  Gazette. 

Mr.  Jack  McComb,  Allen 
County  Commissioner, 
City/County  Building,  1 
East  Main  Street, 

Room  220,  Fort 

Wayne,  Indiana  46802. 

Oct.  21, 1996  . 

f 

180302  D 

Minnesota:  Washington 

Unincorporated  areas 

July  17. 1996,  July  24. 

1996,  Oakdale-Lake 

Elmo  Review. 

Mr.  Dave  Engstrom, 
Chairman  of  the  Wash¬ 
ington  County  Board  of 
Commissioners,  14900 
61st  Street  North,  Still¬ 
water,  Minnesota 

55082. 

Oct  22.  1996  . 

270499  B 

North  Carolina:  Or¬ 
ange,  Durham,  and 
Chatham. 

Town  of  Chapel  Hill  .... 

July  2, 1996,  July  9, 1996, 
The  Chapel  HiH  Herald. 

The  Honorable  Rose¬ 
mary  Waldorf,  Mayor 
of  the  Town  of  Chapel 
HiH,  306  North  Colum¬ 
bia  Street,  Chapel  HiH, 
North  Carolina  27516- 
2124. 

June  25,  1996  . 

370180  E 

Puerto  Rico . 

Commonwealth . 

Aug.  7,  1996,  Aug.  14, 
1996,  El  Nuevo  Dia. 

Ms.  Norma  N.  Burjos- 
Andujar,  Chairperson 
of  the  Puerto  Rico 
Planning  Board, 

Centro  Quremamental 
Minillas,  P.O.  Box 
41119,  San  Juan, 

Puerto  Rico  00940- 
9985. 

July  18.  1996  . 

720000  E 

Tennessee:  Shelby  . 

City  of  Memphis . 

June  14, 1996,  June  21, 
1996,  The  Commercid 
Appeal. 

The  Honorable  W.W. 
Harrenton,  Mayor  of 
the  City  of  Memphis, 
125  North  Main  Street, 
Memphis,  Tennessee 
38103. 

Sept.  19. 1996  . 

470177  E 

(Catalog  of  Federal  Domestic  Assistance  No. 
83.100,  “Flood  Insurance.”) 

Dated;  August  15, 1996. 

Richard  W.  Krinun, 

Acting  Associate  Director  for  Mitigation. 

[FR  Doc.  96-21962  Filed  8-27-96;  8:45  am) 
BILUNQ  CODE  S718-0S-P 


44CFR  Part  67 

Final  Flood  Elevation  Determinations 

agency:  Federal  Emergency 
Management  Agency  (FEMA). 

ACTION:  Final  rule. 

SUMMARY:  Base  (1%  annual  chance) 
flood  elevations  and  modified  base 
flood  elevations  are  made  final  for  the 
communities  listed  below.  The  base 
flood  elevations  and  modified  base 
flood  elevations  are  the  basis  for  the 
floodplain  management  measures  that 
each  commiuiity  is  required  either  to , 
adopt  or  to  show  evidence  of  being 
already  in  effect  in  order  to  qualify  or 
remain  qualified  for  participation  in  the 


National  Flood  Insurance  Pro^am 
(NFIP). 

EFFECTIVE  DATES:  The  date  of  issuance  of 
the  Flood  Insvuance  Rate  Map  (FIRM) 
showing  base  flood  elevations  and 
modified  base  flood  elevations  for  each 
community.  This  date  may  be  obtained 
by  contacting  the  office  where  the  maps 
are  available  for  inspection  as  indicated 
on  the  table  below. 

ADDRESSES:  The  final  base  flood 
elevations  for  each  community  are 
available  for  inspection  at  the  office  of 
the  Chief  Executive  Officer  of  each 
community.  The  respective  addresses 
are  listed  in  the  table  below. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  K.  Buckley,  P.E.,  Chief,  Hazard 
Identification  Branch,  Mitigation 
Directorate,  500  C  Street  SW,, 
Washington,  DC  20472,  (202)  646-2756. 
SUPPLEMENTARY  INFORMATION:  The 
Federed  Emergency  Management  Agency 
(FEMA  or  Agency)  makes  final 
determinations  listed  below  of  base 
flood  elevations  and  modified  base. 


flood  elevations  for  each  community 
listed.  The  proposed  base  flood 
elevations  and  proposed  modified  base 
flood  elevations  were  published  in 
newspapers  of  local  circulation  and  an 
opportimity  for  the  community  or 
individuals  to  appeal  the  proposed 
determinations  to  or  through  the 
community  was  provided  for  a  period  of 
ninety  (90)  days.  The  proposed  base 
flood  elevations  and  proposed  modified 
base  flood  elevations  were  also 
published  in  the  Federal  Register. 

This  final  rule  is  issued  in  accordance 
with  section  110  of  the  Flood  Disaster 
Protection  Act  of  1973, 42  U.S.C.  4104, 
and  44  CFR  part  67. 

The  Agency  has  developed  criteria  for 
floodplain  management  in  floodprone 
areas  in  accordance  with  44  CFR  part 
60. 

Interested  lessees  and  owners  of  real 
property  are  encouraged  to  review  the 
proof  Flood  Insurance  Study  arid  Flood 
Insurance  Rate  Map  available  at  the 
address  cited  below  for  each 
community. 
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The  base  flood  elevations  and 
modified  base  flood  elevations  are  made 
final  in  the  communities  listed  below. 
Elevations  at  selected  locations  in  each 
community  are  shown. 

National  Environmental  Policy  Act. 
This  rule  is  categorically  excluded  firpm 
the  requirements  of  44  CFR  Part  10, 
Environmental  Consideration.  No 
environmental  impact  assessment  has 
been  prepared. 

Regulatory  Flexibility  Act.  The  Acting 
Associate  Director,  Mitigation 
Directorate,  certifies  that  this  rule  is 
exempt  firom  the  requirements  of  the 
Regulatory  Flexibility  Act  because  final 
or  modified  base  flood  elevations  are 
required  by  the  Flood  Disaster 
Protection  Act  of  1973,  42  U.S.C.  4104, 
and  are  required  to  establish  and 
maintain  community  eligibility  in  the 
National  Flood  Insurance  Program.  No 
regulatory  flexibility  analysis  has  been 
prepared. 

Regulatory  Classification.  This  final 
rule  is  not  a  significant  regulatory  action 
under  the  criteria  of  section  3(f)  of 
Executive  Order  12866  of  September  30, 
1993,  Regulatory  Planning  and  Review, 
58  FR  51735. 

Executive  Order  12612,  Federalism. 
This  rule  involves  no  policies  that  have 
federalism  implications  under  Executive 
Order  12612,  Federalism,  dated  October 
26, 1987. 

Executive  Order  12778,  Civil  Justice 
Reform.  This  rule  meets  the  applicable 
standards  of  section  2(b)(2)  of  ^ecutive 
Order  12778. 

Administrative  practice  and 
procedure.  Flood  insurance.  Reporting 
and  recordkeeping  requirements. 

Accordingly,  44  CFR  part  67  is 
amended  as  follows:  * 

PART  67— {AMENDED] 

1.  The  authority  citation  for  part  67 
continues  to  read  as  follows: 

Authority:  42  U.S.C.  4001  et  seq.; 
Reorganization  Plan  No.  3  of  1978,  3  CFR, 
1978  Comp.,  p.  329;  E.0. 12127, 44  FR  19367, 
3  CFR.  1979  Comp.,  p.  376. 

§67.11  [Amended] 

2.  The  tables  published  imder  the 
authority  of  §  67.11  are  amended  as 
follows: 


Source  of  flooding  and  location 


CONNECTICUT 


Clinton  (Town),  Middlesex 
County  (FEMA  Docket  No. 
7172) 

Spencer  HHI  Brook: 

Approximately  820  feet  dowrv 

stream  of  River  Road . 

Approximately  1,460  feet  up¬ 
stream  of  Fox  Hill  Drive  . 

West  BrarKh  Boulder  Lake 
Brook: 

At  confluence  with  Boulder 

Lake  Brook . 

Approximately  0.5  mile  up¬ 
stream  of  West  Shore  Road 
Boulder  Lake  Brook: 
Approximately  20  feet  down¬ 
stream  of  CONRAIL . 

Approximately  480  feet  up¬ 
stream  of  Kenilworth  Drive  ... 


tDepth  in 
feet  above 
wound. 
‘Elevation 
in  feet 
(NGVD) 


*14 

*122 


*22 

*51 

*22 

*96 


Old  Nod  Brook: 


Approximately  64  feet  down¬ 
stream  of  the  CONRAIL 

track .  *12 

Approximately  260  feet  up¬ 
stream  of  Airline  Road  .  *94 


Maps  available  for  inspection 
at  the  Clinton  Town  Hall,  Land 
Use  Office,  54  E£ist  Main 
Street,  Clinton,  Connecticut. 


East  Granby  (Town),  Hartford 
County  (FEMA  D^ket  No. 
7172) 

South  Tributary  of  Austin  Brook: 
At  confluence  with  Austin 

Brook . 

Approximately  1 .7  miles  up¬ 
stream  of  Ridge  Road  . . 

Austin  Brook: 

Approximately  800  feet  down¬ 
stream  of  State  Route  187  ... 
At  upstream  corporate  limits  .... 
Muddy  Brook: 

Approximately  0.9  mile  up¬ 
stream  of  confluence  of 

Marsh  Pond  Brook . 

Approximately  1 .3  miles  up¬ 
stream  of  confluence  wi^ 

Marsh  Porxl  Brook . 

Marsh  Pond  Brook: 

Approximately  700  feet  up¬ 
stream  of  confluence  with 

Muddy  Brook . . . 

Approximately  450  feet  up¬ 
stream  of  Hatchett  Hill  Road 
IVesf  Brook: 

At  downstream  corporate  limits 
Approximately  270  feet  up¬ 
stream  of  Sweetbriar  Road 
DeGrayes  Brook: 

At  downstream  corporate  limits 
Approximately  500  feet  up¬ 
stream  of  Nicholson  Road  ... 
Creamery  Brook: 


*169 

*189 

*162 

*170 

*164 

*172 

*164 

*253 

*165 

*176 

*136 

*169 


Source  of  flooding  arxj  location 


Approximately  50  feet  up¬ 
stream  of  the  confluence 
with  Sanborn  arxl  Sheldens 

Brooks  . . 

Approximately  1  mile  upstream 

of  Hillcrest  Drive . 

Sheldens  Brook: 

At  L^jstream  side  of  School 

Street . . 

Approximately  1.4  miles  up¬ 
stream  of  ^hool  Street . 


«Depth  in 
feet  above 
grourxl. 
‘Elevation 
in  feet 
(NGVD) 


*162 

*221 

*169 

*184 


Maps  available  for  inspection 
at  the  Planning  and  Zoning  Of¬ 
fice,  9  Center  Street,  East 
Granby,  Connecticut. 


Ellington  (T  own),  Tolland 

County  (FEMA  Docket  No. 
7172) 

Pecks  Brook: 

At  corporate  linr^ . 

Approximately  0.7  mile  up¬ 
stream  of  upstream  Middle 

Road  crossing  . . 

Ketch  Brook: 

Approximately  2,300  feet 
downstream  of  Tripp  Road 
Approximately  900  feet  up¬ 
stream  of  Tripp  Road . 

Broad  Brook: 

At  corporate  limits  .% . 

Approximately  1  mile  upstream 

of  Bridge  Street . . . 

Charters  Brook: 

At  corporate  limits . 

At  downstream  side  of  the  up¬ 
stream  crossing  of  Webster 

Road . 

Abbey  Brook: 

At  corporate  limits . 

Approximately  1,600  feet  up¬ 
stream  of  Strawberry  Road 
Maps  available  for  inspection 
at  the  Ellington  Town  Hall,  55 
Main  Street,  Ellington,  Con¬ 
necticut. 


FLORIDA 


Destin  (City),  Okaloosa  County 
(FEMA  Docket  No.  7172) 

Gulf  of  Mexico: 

Approximately  1,000  feet  east 
northeast  of  the  intersection 
of  Gulf  Shore  Drive  and 

Moreno  Point  Road . 

Approximately  400  feet  south 
of  the  intersection  of  Mathew 
Boulevard  and  Ocean  View 
Drive  . . 

Maps  available  for  inspection 
at  the  City  Hall,  P.O.  Box  399, 
Destin,  Florida. 


*192 

*246 

*188 

*197 

*145 

*239 

*557 

*713 

*222 

*230 


*4 


*12 
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Source  of  flooding  and  location 


MARYLAND 


Cecil  County  (Unincorporated 
Areas)  (FEMA  Docket  No. 
7172) 

Christina  River. 

Approximately  200  feet  i4>- 
stream  of  Wedgewood  Road 
At  the  upstream  county  bound¬ 
ary  . 

West  Branch  Christina  River 
Approximately  200  feet  up¬ 
stream  of  the  downstream 


iOepth  in 
feet  above 
ground. 
‘Elevation 
in  feet 
(NGVD) 


*160 

*269 


county  bourxlary . . . . 

Approximately  250  feet  up¬ 
stream  of  Jackson  Hall 

School  Road . 

Maps  available  for  inspection 
at  the  Cecil  County  Office  of 
Planning  arxi  Zorvng,  129  East 
Main  Street.  Room  300, 
EUcton,  Maryland. 


MICHIGAN 


Torch  Lake  (Township),  An¬ 
trim  County  (FEMA  Docket 
No.  7164) 

Torch  Lake: 

Entire  shoreline  witNn  commu¬ 
nity  . . . 

Grand  Traverse  Bay: 

Entire  shoreline  within  commu¬ 
nity  . 

Maps  available  for  Inspection 
at  the  Torch  Lake  Township 
Hall,  5085  U.S.  31  North. 
Eastport.  MicNgan. 


NEW  YORK 


Newport  (Town),  Herkimer 
County  (FEMA  Docket  No. 
7175) 

West  Canada  Creek: 
Approximately  200  feet  down¬ 
stream  of  Old  State  Road  .... 
Approximately  1.02  miles  up¬ 
stream  of  Old  State  Road  .... 
Maps  availabie  for  inspection 
at  the  Newport  Town  Hall, 
West  Street,  Newport,  New 
York. 


*107 

*196 


*591 

*585 


*686 

*696 


Owego  (Tovim),  Tioga  County 
(FEMA  Docket  No.  7164) 

Susquehanna  River: 
Approximately  1 .4  miles  down¬ 
stream  of  confluence  of 

Apaiachin  Creek . 

Approximately  2.2  miles  up¬ 
stream  of  confluence  of 

Apaiachin  Creek . 

Apaiachin  Creek: 

At  the  confluence  with  the  Sus¬ 
quehanna  River . 


*822 

*828 

'*825 


Source  of  flooding  and  location 

fDepth  in 
feet  above 
wound. 
‘Elevation 
in  feet 
(NGVD) 

Approximately  0.64  mile  up¬ 
stream  of  the  confluence 
with  the  Susquehanna  River 

*825 

Maps  available  for  Inspection 

at  the  Town  Hail,  2354  State 
Route  434,  Apalachan,  New 
York. 

Trenton  (Town),  Oneida  Courv 
ty  (FEMA  Docket  No.  7172) 

West  Canada  Creek: 
Approximately  500  feet  dowrv 
stream  of  State  Route  28 . 

*715 

Approximately  6,(X)0  feet  up¬ 
stream  of  State  Route  28 . 

*720 

Maps  available  for  inspection 

at  the  Town  Municipal  Center, 
Old  Polarx)  Road,  Barr>eveld, 
New  York. 

NORTH  CAROLINA 

Blowing  Rock  (Town), 

Watauga  County  (FEMA 
Docket  No.  7172) 

Middle  Fork: 

At  downstream  corporate  limits 
approximately  250  feet  up¬ 
stream  of  Shoppes  on  the 

Parkway  Entrance .  *3,480 

Approximately  700  feet  up¬ 
stream  of  U.S.  Route  321  ....  *3,517 

Maps  available  for  inspection 
at  the  Blowing  Rock  Town 
Hall,  1036  Main  Street,  Blow¬ 
ing  Rock,  North  Carolina. 


Boone  (Town),  Watauga 
County  (FEMA  Docket  No. 

7172) 

Winkler  Creek:. 

At  confluence  with  South  Fork 

New  River . . .  *3113 

Approximately  300  feet  down¬ 
stream  of  Blowing  Rock 
Road .  *3113 


Hodges  Creek: 

Approximately  200  feet  dowrv 
stream  of  State  Route  105  ... 

Approximately  640  feet  up¬ 
stream  of  State  Route  105 
arxf  Highland  ComnrxHis 

Shopping  Center . 

Middle  Fork: 

At  confluence  with  South  Fork 
New  River . 

Approximately  0.2  mile  up¬ 
stream  of  State  Route  321/ 

221  . 

Rocky  Knob: 

At  confluence  with  South  Fork 
New  River . 

At  upstream  side  of  State 
Route  194/U.S.  Route  421/ 

221,. . 

East  Fork: 

At  confluence  with  South  Fork 
New  River . 


*3148 

*3285 

*3113 

*3297 

*3105 

*3141 

*3113 


Source  of  fkxxfing  and  location 


Approximately  1,500  feet  up¬ 
stream  of  Bamboo  Road . 

South  Fork  New  River 
Approximately  350  feet  dowrv 
stream  of  U.S.  Routes  421/ 

321  . 

At  confiuerxM  of  Middte  Fork 

and  East  Fork . . . 

Mutton  Creek: 

At  confluence  with  South  Fork 

New  River . 

Approximately  900  feet  dowrv 
stream  of  Wilson’s  Ridge 
Road . 


tOepth  in 
feet  above 
wound. 
‘Elevation 
in  feet 
(NGVD) 


*3127 

*3089 

*3113 

*3096 

*3114 


Maps  available  for  Inspection 
at  the  Department  of  Planning 
and  Inspections,  1510  Blowing 
Rock  Road,  Boone,  North 
Carolina. 


Marion  (City),  McDovreil 
County  (FEMA  Docket  No. 
7182) 

Catawba  River 

Approximately  340  feet  (or  0.1 
mile)  dov^tream  of  the 

U.S.  Route  221  bridge . 

Approximately  0.4  mile  up¬ 
stream  of  the  U.S.  Route 

221  Bypass  bridge  . 

Maps  available  for  inspection 
at  the  Marion  City  Hall,  200 
North  Main  Street,  Marion, 
North  Carolina. 


McDowell  County  and  Incor¬ 
porated  Areas  (FEMA  Dock¬ 
et  No.  7128) 

Catawba  River 

At  Yancey  Road . 

Approximately  2.6  miles  up¬ 
stream  of  State  Route  1273 
Mill  Creek: 

•  Approximately  1,350  feet  up¬ 
stream  of  Norfolk  Southern 

Railway . 

Approximately  0.4  mile  up¬ 
stream  of  State  Route  1401 
Maps  available  for  Inspection 
at  the  McDowell  County  Ad¬ 
ministration  Building,  10  East 
Court,  Marion,  North  Carolina. 


Old  Fort  (Town),  McDowell 
County  (FEMA  Docket  No. 
7128) 

Catawba  River 

At  the  confluence  of  Curtis 

Creek . 

Approximately  1,300  feet 
downstream  of  Catawba  Av¬ 
enue'  . 

Mill  Creek: 

At  the  confluence  with  the  Ca¬ 
tawba  River  . . 

At  the  State  Route  1119 . 


*1,222 

*1,228 


*1,202 

*1,525 

*1,449 

*1,483 


*1,375 

*1,412 

*1,409 

*1,455 
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Source  of  flooding  and  location 

tDepth  in 
feet  above 
ground. 
'Elevation 
in  feet 
(NGVD) 

Maps  available  for  Inspection 
at  the  Ok)  Fort  City  Hall,  106 
South  Catawba,  Ok)  Fort, 
North  Carolina. 

Mecklenburg  County  (Unin¬ 
corporated  Areas)  (FEMA 
Docket  No.  7172) 

Blankmar^hip  Branch: 
Approximately  210  feet  down¬ 
stream  of  county  boundary 
with  York  County,  South 
Carolina . 

*617 

Approximately  190  feet  up¬ 
stream  of  Smith-Boyd  Road 

*617 

Steele  Creek: 

At  State  bouTKlary . 

*571 

At  approximately  1 ,900  feet 
upstream  of  Red  Hickory 
Lane  . 

*622 

PoU(  Ditch: 

At  confluence  with  Walker 
Branch . 

*571 

At  approximately  600  feet  up¬ 
stream  of  Choate  Circle . 

*571 

Walker  Branch: 

At  confluence  with  Steele 
Creek . 

*571 

At  approximately  0.4  mile  up¬ 
stream  of  confluence  of  Polk 
Ditch . 

*571 

Maps  available  for  inspection 
at  the  Mecklenburg  County  En¬ 
gineering  Building,  700  North 
Tyron,  Charlotte,  North  Caro¬ 
lina. 

Watauga  County  (Unincor¬ 
porated  Areas)  (FEMA  Dock¬ 
et  No.  7172) 

East  Fork: 

At  the  upstream  side  of  Barrv 
boo  Road . 

*3123 

At  the  upstream  side  of  Bam- 

boo  Road/State  Route  1514 

*3204 

Howard  Creek: 

At  the  confluence  with  South 
Fork  New  River . 

*3064 

Approximately  480  feet  up¬ 
stream  of  the  dam  at  How¬ 
ard  Creek  Pumping  Station 

*3213 

Middle  Fork: 

At  confluence  with  South  Fork 
New  River . 

.*3113 

Approximately  250  feet  up¬ 
stream  of  Shoppes  on  the 
Parkway  Entrance . 

*3480 

Mutton  Creek: 

Approximately  900  feet  down¬ 
stream  of  Wilson’s  Ridge 
Road . 

*3114 

Approximately  60  feet  up¬ 
stream  of  Wilson’s  Ridge 
Road . . 

*3138 

South  Fork  New  River 

At  the  downstream  corporate 

limit . 

*2920 

Source  of  flooding  and  location 


Approximately  350  feet  down¬ 
stream  of  U.S.  Routes  421/ 

321  . 

Watauga  River: 

Approximately  700  feet  down¬ 
stream  of  Greer  Bridge . 

Approximately  890  feet  up¬ 
stream  of  State  Route  15^ 

(Grandfather  Road) . 

Aho  Branch: 

At  confluence  with  Middle  Fork 
At  State  Route  1533  (Aho 
Road) . . . 


tDepth  in 
feet  above 
wound. 
'Elevation 
in  feet 
(NGVD) 


*3089 

*2596 

*3598 

*3366 

*3632 


Laurel  Fork: 

At  confluence  with  Watauga 

River . 

Approximately  1.1  miles  up¬ 
stream  of  State  Route  1114 
Dutch  Creek: 

At  confluence  with  Watauga 

River . . . 

Approximately  425  feet  up¬ 
stream  of  State  Route  1134 


*2740 

*3074 

*2666 

*2741 


Maps  available  for  inspection 
at  the  Department  of  Planning 
arxJ  Inspections,  331  Queen 
Street,  Boone,  North  Carolina. 


Whitevilie  (City),  Columbus 
County  (FEMA  Docket  No. 
7179) 

Griffith  Branch: 

Approximately  0.5  mile  dowrv- 

stream  of  Nolan  Avenue  . 

Approximately  210  feet  up¬ 
stream  of  Bentmoor  Drive  .... 
Mollies  Branch: 

At  Seaboard  Coastline  Rail¬ 
road  . 

Approximately  800  feet 
stream  of  U.S.  Business 

Routes  74-76  . 

Soules  Swamp: 

Approximately  0.9  mile  down¬ 
stream  of  U.S.  Route  701 

Bypass  . 

Approximately  1,860  feet  up¬ 
stream  of  U.S.  Route  701 

Bypass  . 

White  Marsh: 

At  Seaboard  Coastline  Rail¬ 
road  . 

Approximately  20  feet  up¬ 
stream  of  U.S.  Route  74-76 

Bypass  . 

Maps  available  for  inspection 
at  the  Whitevilie  City  Hall,  317 
South  Madison  Street, 
Whitevilie,  North  Carolina. 


PENNSYLVANIA 


Abington  (Township),  Mont¬ 
gomery  County  (FEMA  Dock¬ 
et  No.  7140) 

Sandy  Run  Tributary  No.  1: 

At  confluence  with  Sandy  Run 


*55 

*79 

*59 

*70 

*53 

*58 

*54 

*59 


*236 


Source  of  flooding  and  location 

tDepth  in 
feet  above 
'  wound. 
'Elevation 
in  feet 
(NGVD) 

Approximately  850  feet  up¬ 
stream  of  Johnston  Avenue 

*238 

Tacony  Creek: 

Approximately  350  feet  up¬ 
stream  of  Greenwood  Ave- 
nue  . 

*206 

Approximately  1,200  feet  up¬ 
stream  of  Greenwood  Ave- 
nue  . 

*212 

Pennypack  Creek: 

A  point  approximately  1,700 
feet  downstream  of  Moredon 
Road . 

*100 

A  point  approximately  1 ,300 
feet  downstream  of  Moredon 
Road . 

*100 

Maps  available  for  inspection 
at  the  Township  Engineer’s  Of¬ 
fice.  1176  Ok)  York  Road,  Ab¬ 
ington,  Pennsylvania 

Bridgeport  (Borough),  Mont¬ 
gomery  County  (FEMA  Dock¬ 
et  No.  7140) 

Schuylkill  River: 

Ap^oximately  1.0  mile  down¬ 
stream  of  Dekalb  Street 

(U.S.  Route  202  North)  .  *72 

Approximately  50  feet  up¬ 
stream  of  Norristown  Dam  ...  *76 

Maps  available  for  Inspection 
at  the  Borough  Hall.  4th  and 
Mill  Street,  Bridgeport,  Penn¬ 
sylvania. 


Cheltenham  (Township),  Mont¬ 
gomery  County  (FEMA  Dock¬ 
et  No.  7140) 

Tacony  Creek: 

At  East  Cheltenham  Avenue  ... 
Maps  available  for  inspection 
at  the  Cheltenham  Township 
Administrative  Building,  8230 
Old  York  Road,  Elkins  Park, 
Pennsylvania. 


*79 


Conshohocken  (Borough), 
Montgomery  County  (FEMA 
Docket  No.  7172) 

Plymouth  Creek: 

At  confluerx^  with  the  Schuyl¬ 
kill  River . 

Approximately  100  feet  down¬ 
stream  of  West  Elm  Street ... 

Schuylkill  River 
Approximately  0.9  mile  down¬ 
stream  of  Fayette  Street . 

Approximately  250  feet  ip- 
stream  of  Plymouth  Dam  . 

Maps  available  for  inspection 
at  the  Borough  Hall,  8th  and 
Fayette  Street,  Conshohocken, 
Pennsylvania. 


*66 

*66 

*61 

*66 
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#Depth  in 
feet  above 


Source  of  flooding  and  location 


WUUI HJ. 

‘Elevation 


in  feet 


(NGVD) 


Hatfield  (Borough),  Montgom¬ 
ery  County  (FEMA  Docket 
No.  7179) 


iVesf  Branch  Neshaminy  Creek: 

Approximately  300  feet  dowrv 
stream  of  Lakewood  Avenue  *300 

Approximately  150  feet  up¬ 
stream  of  Lakewood  Avenue  *301 


Maps  available  for  inspection 
at  the  Borough  Hail,  401  South 


Main  Street,  Hatfield,  Perirv 
sylvania. 


Hatfield  (Township),  Montgom¬ 
ery  County  (FEMA  Docket 
No.  7149) 

West  Branch  Neshaminy  Creek: 

Approximately  300  feet  down¬ 
stream  of  Lakewood  Avenue  *300 

Approximately  150  feet  up¬ 
stream  of  Lakewood  Avenue  *301 

Maps  available  for  inspection 
at  the  Borough  Hall,  401  South 
Main  Street,  Hatfield,  Penn¬ 
sylvania. 


Jenkintown  (Borough),  Mont¬ 
gomery  County  (FEMA  Dock¬ 
et  No.  7182) 

Tacony  Creek: 

Approximately  200  feet  up¬ 
stream  of  Greenwood  Ave¬ 
nue  . 

At  the  confluence  of  Baeder 

Run . 

Baeder  Run: 

At  the  confluence  with  Tacony 

Creek  . 

Approximately  586  feet  up¬ 
stream  of  confluence  with 

Tacony  Creek . 

Maps  available  for  inspection 
at  the  Jenkintown  Borough  Of¬ 
fices,  700  Summit  Avenue, 
Jenkintown,  Pennsylvania. 


*206 

*220 

*220 

*220 


Limerick  (Township),  Mont¬ 
gomery  County  (FEMA  Dock¬ 
et  No.  7140) 

Schuylkill  River: 

Approximately  2  0  mile  down¬ 
stream  of  Vincent  Dam . 

Approximate^  1 .6  mile  up¬ 
stream  of  Legislative  Route 

462  (Main  Street)  . 

Maps  available  for  inspection 
at  the  Code  Enforcement  Of¬ 
fice,  646  West  Ri^e  Pike, 
Limerick,  Pennsylvania. 


*113 

*125 


Lower  Merlon  (Township), 
Montgomery  County  (FEMA 
Docket  No.  7140) 

Mill  Creek: 


Source  of  flooding  and  location 


At  confluence  with  the  Schuyl- 

kiH  River . 

Approximately  375  feet 
stream  of  confluence  with 

the  Schuylkill  River . 

Schuylkill  River:  • 

At  the  county  boundary  (just 
downstream  of  U.S.  Route 


#Depth  in 
feet  above 
wound. 
‘Elevation 
in  feet 
(NGVD) 


*53 


*55 


1)  . 

Approximately  3.7  miles  up¬ 
stream  of  confluence  of  Mill 

Creek . 

Maps  available  for  inspe^on 
at  the  Lower  Merion  Building 
Department,  75  E.  Lancaster 
Avenue,  Ardmore,  Pennsylva- 


*37 

*63 


nia. 


Lower  Moreland  (Township), 
Montgooiery  County  (FEMA 
Docket  No.  7140) 

Pennypack  Creek: 

Approximately  0.4  mile  down¬ 
stream  of  confluence  of  Hun¬ 
tingdon  Valley  Creek . 

Maps  available  for  inspection 
at  the  Lower  Moreland  Munici¬ 
pal  Building,  640  Red  Lion 
Road,  Huntingdon  Valley, 
Pennsylvania. 


Lower  Pottsgrove  (Township), 
Montgomery  County  (FEMA 
Docket  No.  7140) 

Sanatoga  Creek: 

At  confluerx:e  with  the  Schuyl¬ 
kill  River . 

Approximately  150  feet  up¬ 
stream  of  South 

Pleasantview  Road  . 

Sprogels  Run: 

At  confluence  with  the  Schuyl¬ 
kill  River . 

At  upstream  side  of  Sanatoga 

Station  Road  . . 

Schuylkill  River: 

Approximately  0.7  mile  down¬ 
stream  of  Sanatoga  Road  .... 
Approximately  800  feet  up¬ 
stream  of  U.S.  Route  422  .... 


*117 


*127 

*131 

*130 

*133 

*125 

*137 


Source  of  floocfing  arxl  location 


At  confluence  with  Schuylkill 

River . 

Approximately  400  feet  up¬ 
stream  of  the  confluence 
with  the  Schuyikill  Rh/er . 


«Depth  in 
feet  above 
ground. 
‘Elevation 
in  feet 
(NGVD) 


*94 

*96 


Maps  available  for  inspection 
at  the  Lower  Providence 
Township  Building,  100  Park 
Lane  Drive,  Eagleviile,  Penrv 
sylvania. 


Lower  Salford  (Township), 
Montgomery  County  (FEMA 
Docket  No.  7182) 

Skippack  Creek: 

At  Quarry  Bridge  Road . 

Near  Wampoie  Road  approxi- 
mateiy  950  feet  upstream  of 
State  Highway  63  . . 

SkippsKk  Creek  Tributary  No.  2: 
Approximately  150  feet  dowrv 
stream  of  Wampoie  Road  .... 
Approximately  525  feet  i4>- 
stream  of  Wampoie  Road  .... 

Maps  available  for  inspection 
at  the  Township  Office,  474 
Main  Street,  Harteysville, 
Pennsylvania. 


*176 

*199 

*211 

*212 


New  Hanover  (Township), 
Montgomery  County  (FEMA 
Docket  No.  7140) 

Minister  Creek: 

Approximately  0.62  mile  up¬ 
stream  of  the  confluence  of 

Minister  Creek  Tributary . 

Approxinrately  0.74  mile  up¬ 
stream  of  the  confluence  of 

Minister  Creek  Tributary . 

Swamp  Creek: 

Approximately  900  feet  up¬ 
stream  of  Colonial  Road . 

Approximately  1,450  feet  up¬ 
stream  of  Colonial  Road  . 

Maps  available  for  inspection 
at  the  New  Hanover  Township 
Municipal  Building,  2943  North 
Charlotte  Street,  Gilbertsviile, 
Pennsylvania. 


*270 

*271 

*235 

*236 


Maps  available  for  inspection 
at  the  Lower  Pottsgrove  Mu¬ 
nicipal  Building,  2199  Buchert 
Road,  Pottstown,  Pennsylva¬ 
nia. 


Lower  Providence  (Township), 
Montgomery  County  (FEMA 
Docket  No.  7140) 

Schuylkill  River: 

Approximately  1,100  feet  up¬ 
stream  of  U.S.  Route  422  .... 
At  confluence  of  Perkiomen 

Creek  . 

Perkiomen  Creek: 


Norristown  (Borough),  Mont¬ 
gomery  County  (FEMA 
Docket  No.  7140) 

Stony  Creek:  [ 

At  confluence  with  the  Schuyl¬ 
kill  River . 

Approximately  380  feet  up¬ 
stream  of  Factory  Bridge  . 

Schuylkill  River: 

Approximately  0.7  mile  down- 
*83  stream  of  confluence  'of 

Sawmill  Run . 

*94  Approximately  0.5  mile  up¬ 
stream  of  Hawes  Avenue . 


*77 

*80 


*72 

*78 
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#Depth  in 
feet  above 

Source  of  flooding  and  location 

in  feet 
(NGVD) 

Maps  available  for  inspection 
at  the  Borough  Hall,  235  East 
Airy  Street.  Norristown,  Penn¬ 
sylvania. 

Pennsburg  (Borough),  Mont¬ 
gomery  County  (FEMA 
Docket  No.  7140) 

Macoby  Creek: 

Approximately  02  mile  down¬ 
stream  of  Otts  Road .  *331 

Approximately  325  feet  down¬ 
stream  of  Otts  Road .  *334 

Maps  available  for  Inspection 
at  the  Pennsburg  Borough 
Building,  76  West  6th  Street, 

Pennsburg,  Pennsylvania. 

Plymouth  (Township),  Mont- 
gontery  County  (FEMA 
Docket  No.  7140) 

Schuylkill  River: 

Ap^oximately  0.2  mile  dowrv 
stream  of  Interstate  Route 
476  (Mid  County  Express¬ 


way)  . . .  *67 

Approximately  1,000  feet  up¬ 
stream  of  1-276  Pennsylva¬ 
nia  Turnpike  .  *72 

Maps  available  for  inspection 
at  the  Office  of  Public  Works. 

700  BeMor  Road,  Norristown, 
Pennsylvania. 


Pottstown  (Borough),  Mont¬ 
gomery  County  (FEMA 


Docket  No.  7140) 

Manatawny  Creek: 

At  confluence  with  the  Schuyl¬ 
kill  River . *142 

Approximately  400  feet  u|>- 
stream  of  confluence  with 

the  Schuylkill  River . . .  *144 

Sprogels  Run: 

Approximately  0.24  mile  up¬ 
stream  of  U.S.  Route  422  ....  *144 

Approximately  0.32  mile  up¬ 
stream  of  East  High  Street  *144 

Schuylkill  River: 

Ap^oximately  0.4  mile  dowrt- 
stream  of  South  Kiem  Street  *137 

Approximately  100  feet  up¬ 
stream  of  U.S.-Route  422  ....  *145 

Maps  available  for  inspection 


at  the  Code  Enforcemept  Of¬ 
fice,  Borough  Hall,  241  King 
Street,  Pottstown,  Pennsylva¬ 
nia. 

Royersford  (Borough),  Mont¬ 
gomery  County  (FEMA 
Docket  No.  7140) 

Schuylkill  River: 

Approximately  0.6  mile  down¬ 
stream  of  State  Route  683 
(Main  Street)  .  *110 


#Depth  in 
feet  above 

Source  of  flooding  and  location 

in  feet 
(NGVD) 

Approximately  0.6  mile  up¬ 
stream  of  State  Route  683  ...  *113 

Maps  available  for  inspection 
at  the  Royersford  trough 
Hall.  300  Main  Street, 

Royersford,  Pennsylvania.-. 

Salford  (Township),  Montgom¬ 
ery  County  (FEMA  Docket 
No.  7140) 

East  Branch  Perkiomen  Creek: 

Approximately  100  feet  up¬ 
stream  of  Moyer  Road  .  *220 

Approximately  1,400  feet  up¬ 
stream  of  Moyer  Road  .  *222 

Maps  available  for  inspection 
at  the  Zoning  Office, .  139 
Ridge  Road,  Tylersport,  Penn¬ 
sylvania. 


Springfield  (Township),  Mont¬ 
gomery  County  (FEMA 
Docket  No.  7140) 

Oreland  Run: 

At  confluence  with 

Wissahickon  Creek  .  *149 

Approximately  650  feet  up¬ 
stream  of  confluence  with 
Wissahickon  Creek  .  *150 

Maps  available  for  inspection 
at  the  Springfield  Township 
Municipal  Building,  1510  Paper 
Mill  Road,  Wyndnx)or,  Penn¬ 
sylvania. 

Upper  Dublin  (Township), 

Montgomery  County  (FEMA 
Docket  No.  7140) 

Tannery  Run  (Backwater  Area): 

Approximately  150  feet  east  of 
intersection  of  Butler  of  inter¬ 
section  of  Butier .  *198 

Maps  available  for  inspection 
at  the  Municipal  Building,  801 
Loch  Alsh  Avenue,  Fort  Wash¬ 
ington,  Pennsylvania. 

Upper  Frederick  (Township), 

Montgomery  County  (FEMA 
Docket  No.  7140) 

Swamp  Creek: 

Approximately  685  feet  up¬ 
stream  of  Neiffer  Road .  *200 

Approximately  1,425  feet  up¬ 
stream  of  Neiffer  Road .  *204 

Maps  available  for  inspection 
at  the  Township  Building,  3205 
Big  Road,  Obelisk,  Pennsylva¬ 
nia 


Upper  Merion  (Township), 
Montgomery  County  (FEMA 
Docket  No.  7140) 

Schuyikill  River: 


fDepth  in 
feet  above 

Source  of  flooding  and  location  ‘^[^JlSon 

in  feet 
(NGVD) 


Approximately  0.2  mile  i4>- 
stream  of  Interstate  Route 
476  (Mid  County  Express¬ 
way)  .  *68 

At  confluerKe  of  Valley  Creek  *88 

Vailey  Creek: 

Ap^oximately  0.4  mile  down¬ 
stream  of  the  county  bound¬ 
ary  . *96 

At  county  boundary . ^ .  *104 

Trout  Creek: 

At  the  confluence  with  the 

Schuylkill  River .  *81 

Approximately  450  feet  up¬ 
stream  6f  the  confluence 

with  the  Schuylkill  River .  *81 

Approximately  300  feet  up¬ 
stream  Old  State  Route  363  *107 

Approximately  750  feet  up¬ 
stream  Old  State  Route  363  *108 

Maps  available  for  Inspection 


at  the  Depaitnent  of  Public 
Works,  175  West  Valley  Forge 
Road,  King  of  Prussia,  Penn¬ 
sylvania. 

Upper  Providence  (T ownship), 
Montgonrtery  County  (FEMA 
Docket  No.  7140) 

Schi^kill  Riven 
At  confluence  of  Perkiomen 


Creek .  *94 

Approximately  0.8  mile  up¬ 
stream  of  confluence  of 

Mingo  Creek .  *109 

Mingo  Creek: 

Approximately  100  feet  down¬ 
stream  of  Old  Mill  Road .  *149 

Approximately  100  feet  up¬ 
stream  of  Old  Mill  Road .  *150 

Perkiomen  Creek: 

At  the  confluerx^e  with  the 

Schuylkill  River .  *94 

Approximately  400  feet  up¬ 

stream  of  the  confluence 

with  the  Schuylkill  River _  *97 

Maps  available  for  inspection 


at  the  Upper  Providence 
Township  Administration  Of¬ 
fice,  1286  Black  Rock  Road, 
Box  406,  Oaks,  Pennsylvania. 


West  Norriton  (Township), 

Montgomery  County  (FEMA 
Docket  No.  7140) 

Schuylkill  River: 

Ap^oximately  0.2  mile  dowrv 
stream  of  U.S.  Route  202 

(South) .  *76 

Approxinnately  0.2  mile  up¬ 
stream  of  U.S.  Route  422  ....  *83 

Maps  available  for  inspection 
at  the  Township  Building,  1630 
West  Marshall  Street,  Jef¬ 
fersonville,  Pennsylvania. 
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Source  of  flooding  and  location 


West  Pottagrove  (Township), 
Montgomery -County  (FEMA 
Docket  No.  7140) 

SchuylkiH  River. 

Approximately  100  feet  up¬ 
stream  of  U.S.  Route  422  _ 

Approximately  1.5  miles  up¬ 
stream  of  U.S.  Route  422  (at 

the  county  boundary)  . 

Maps  available  for  inspection 
at  the  Municipal  Offices,  980 
Grosstown  Road,  Stowe, 
Pennsylvania. 


Whitemarsh  (Township), 
Montgomery  County  (FEMA 
Docket  No.  7140) 

Schuylkill  River: 

At  the  county  boundary  . . 

Approximately  0.9  mile  up¬ 
stream  of  confluence  of  An¬ 
dorra  Creek  . . . 

Ore/and  Run: 

At  confluence  with 

Wissahickon  Creek  . . 

Approximately  1,700  feet  up¬ 
stream  of  the  confluence 
with  Wissahickon  Creek  ... 


Maps  available  for  Inspection 
at  the  Whitemarsh  Township 
Administrative  Building,  4021 
Joshua  Road,  Lafayette  Hill, 
Pennsylvania. 


Whitpain  (Township),  Mont¬ 
gomery  County  (FEMA 
Docket  No.  7140) 

Wissahickon  Creek: 

At  a  point  approximately  320 
feet  upstream  of  Swedesford 

Road . 

At  a  point  approximately  1 ,200 
feet  upstream  of  Swedesford 
Road . 


#Depth  in 
feet  above 
wound. 
Elevation 
in  feet 
(NGVD) 


Maps  available  for  Inspection 
at  the  Whitpain  Township  Ad¬ 
ministration  Building,  960 
Wentz  Road,  Blue  Bell,  Penn¬ 
sylvania. 


West  Conshohocken  (Bor¬ 
ough),  Montgomery  County 
(FEMA  Docket  No.  7172) 

Schuylkill  River: 

Approximately  Oil  mile  down¬ 
stream  of  Fayette  Street 

(Matsonford  Bridge)  . 

Approximately  900  feet  up¬ 
stream  of  Interstate  Route 
476  (Mkj  County  Express¬ 
way)  . . . 


•145 


*148 


*62 


*149 


*154 


Source  of  floodirrg  arvl  location 


Maps  available  for  inspection 
at  the  Borough  Hail  of  West 
Conshohocken,  112  Ford 
Street  Conshohocken,  Peniv 
sylvania. 


TENNESSEE 


Sevierville  (City),  Sevier 
County  (FEMA  Docket  No. 
7172) 

Dumplin  Creek: 

Approxinrately  350  feet  14}- 
stream  of  State  Route  139  ... 
Approximately  0.8  mile  up¬ 
stream  of  South  Snyder 

Road . 

Maps  available  for  inspection 
at  the  Sevierville  City  Hall, 
120  Church  Street, 
*54  Sevierville,  Tennessee. 


*273 


*274 


#Depth  in 
feet  above 

ground, 
levation 
in  feet 
(NGVD) 


*63 


Shelbyville  (City),  Bedford 
County  (FEMA  Docket  No. 
7175) 

Duck  River: 

Approximately  0.6  mile  down¬ 
stream  of  Sims  Road  ...» . 

Approximately  0.65  mile  up¬ 
stream  of  the  confluence  of 

Bomar  Creek . 

Bomar  Creek: 

At  confluence  with  Duck  River 
Approximately  750  feet  up¬ 
stream  of  State  Route  64 

(Wartrace  Pike)  . 

Flat  Creak: 

At  the  confluence  with  Duck 

River  . . 

Approximately  1.1  miles  up¬ 
stream  of  U.S.  Route  231 
(South  Cannon  Boulevard) 
Pettus  Branch: 

Approximately  700  feet  up¬ 
stream  of  River  Road . 

At  Cemetery  Road  . . 

Little  Hurricane  Creek: 

At  Peacock  Lane  . 

Approximately  0.8  mile  up¬ 
stream  of.  State  Route  10 

and  82  (U.S.  Route  231) . 

Tributary  to  Little  Hurricane 
Creek: 

At  confluence  with  Little  Hurri¬ 
cane  Creek  . 

At  Fairfield  Pike  . . . 

Maps  available  for  inspection 
at  the  Shelbyville  City  Hall, 
109  Lane  Parkway,  Shelbyville, 
Tennessee. 


VERMONT 


*68 


Londonderry  (Town),  Windham 
County  (FEMA  Docket  No. 
7172) 

Cook  Brook: 


*878 

*893 


*719 

*747 

*745 

*750 

*730 

*740 

*731 

*753 

*749 

*779 


*761 

*785 


#Depth  in 
feet  above 


Source  of  flooding  and  location 


grourxl. 

•Elevation 


in  feet 


(NGVD) 


At  confluence  with  Windhall 

River . . . 

At  upstream  corporate  limits  .... 
Lowell  Lake  Brook: 

At  confluence  with  West  River 

At  Lowell  Lake  Dam  . 

Utley  Brook: 

At  confluerx^e  with  West  River 

At  upstream  corporate  limit  . 

West  River: 

At  downstream  corporate  limits 
At  upstream  corporate  limits  .... 
Windhall  River: 

At  confluence  with  West  River 
At  upstream  corporate  limits  .... 
Lowell  Lake: 

Entire  shoreline . 


*1,021 

*1,266 

*1,021 

*1,344 

*1,135 

*1,370 

*1,021 

*1,171 

*1,021 

*1,070 

*1,355 


Maps  available  for  Inspection 
at  the  Londonderry  Town  Of¬ 
fice  Building,  Old  School 
Street,  South  Londonderry, 
Vermont. 


Weston  (Town),  Windsor 
County  (FEMA  Docket  No. 
7136) 

Greendale  Brook: 

At  the  confluerx:e  with  West 

River . 

Approximately  1.7  mUes  up¬ 
stream  of  GreerKfale  Road 
Ludlow  Mountain  Brook: 

At  the  confluence  with  West 

River . 

Approximately  110  feet  up¬ 
stream  of  State  Route  100 

(Ludlow  Road) . 

Trout  Club  Brook: 

At  the  confluence  with  West 

River . 

Approximately  1,100  feet  up¬ 
stream  of  Trout  Club  Road 
Trout  Club  Brook  Backside: 

At  the  confluence  with  West 

River  . . 

Approximately  650  feet  up¬ 
stream  of  Parker  Lane  . 

West  River: 

Approximately  0^9  mile  down¬ 
stream  of  most  downstream 
crossing  of  State  Route  100 

(Wantastiquet  Road)  . 

Approximately  0.8  mile  up¬ 
stream  of  State  Route  1^ 

(Wantastiquet  Road)  . 

Maps  available  for  inspection 
at  the  Weston  Town  Office, 
Lawrence  Hill,  Weston,  Ver¬ 
mont. 


WEST  VIRGINIA 


Martinsburg  (City),  Berkeley 
County  (FEMA  Docket  No. 
7172) 

Tuscarora  Creek: 

Approximately  80  feet  dowrv 
stream  of  CONRAIL . 


*1363 

*1595 

*1466 

*1769 

*1294 

*1762 

*1300 

*1627 


*1171 

*1748 


*451 
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fDepth  in 
feet  above 

Source  of  flooding  and  location 

in  feet 
(NGVD) 

Approximately  50  feet  up¬ 
stream  of  Rockdiff  Drive  ......  *457 

Maps  available  for  inspection 
at  the  Martinsburg  City  Hall, 

Planning  Office,  232  North 
Queen  Street,  Martinsburg, 

West  Virginia. 

Moorefield  (Town),  Hardy 
County  (FEMA  Docket  No. 

7182) 

South  Branch  Potomac  River: 

At  a  point  approximately  2,000 
feet  upstream  of  corporate 

limits  .  *807 

At  confluence  of  the  South 
Fork  of  the  South  Branch 

Potomac  River .  *807 

South  Fork  of  the  South  Branch 
Potomac  River: 

At  confluence  with  the  South 

Brarx^h  Potomac  River .  *807 

Approximately  700  feet  up¬ 
stream  of  southern  corporate 

limits  .  *829 

Maps  available  for  inspection 
at  the  Moorefield  Town  Hall, 

206  Winchester  Averuje, 

Moorefield,  West  Virginia. 

WISCONSIN 

Shell  Lake  (City),  Washburn 
County  (FEMA  Docket  No. 

7155) 

Shell  Lake: 

Entire  shoreline  within  commu¬ 
nity  .  *1,226 

Maps  available  for  inspection 
at  the  Shell  Lake  City  Hail,  209 
West  5th  Avenue,  Shell  Lake, 

Wisconsin. 

(Catalog  of  Federal  Domestic  Assistance  No. 
83.100,  “Flood  Insurance.”) 

Dated:  August  15, 1996. 

Richard  W.  Krimm, 

Acting  Associate  Director  for  Mitigation. 

(FR  Doc.  96-21964  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  e718-04-P 

DEPARTMENT  OF  TRANSPORTATION 
Coast  Guard 

46  CFR  Part  159 
[CGD  93-055] 

RIN  2115-AE58 

Approval  of  Inflatable  Personal 
Flotation  Devices  (PFDs)  for 
Recreational  Boaters 

•  AGENCY:  Coast  Guard,  DOT. 


ACTION:  Notice;  approval  of  iniformation 
collection  requirements. 

SUMMARY:  The  Coast  Guard  is 
announcing  that  the  Office  of 
Management  and  Budget  (OMB)  has 
approved  the  information  collection 
requirements  contained  in  the  final  rule 
on  approval  of  inflatable  personal 
flotation  devices  for  recreational 
boaters.  The  final  rule  was  published  in 
the  Federal  Register  of  March  28, 1996 
{61  FR  13924). 

EFFECTIVE  DATE:  August  28,  1996. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mr.  Kurt  J.  Heinz,  Marine  Safety  and 
Environmental  Protection,  Lifesaving 
and  Fire  Safety  Standards  Division  (G- 
MSE-4),  telephone  (202)  267-1444, 
facsimile  (202)  267-1069,  or  electronic 
mail  “Kiul_Heinz/G- 
M@comdt.uscg.mil’  ’ . 

SUPPLEMENTARY  INFORMATION:  In  the 
Federal  Register  of  March  28, 1996  (61 
FR  13924),  the  Coast  Guard  published  a 
final  rule  establishing  procedures  for 
approval  of  inflatable  personal  flotation 
devices  (PFDs)  for  recreational  boaters. 
In  the  preamble  to  the  final  rule,  the 
Coast  Guard  annoimced  that  an 
information  collection  requirement  in 
46  CFR  159.010-7  had  been  submitted 
to  OMB  for  review  imder  section 
3504(h)  of  the  Paperwork  Reduction  Act 
(44  U.S.C.  3501  et  seq.),  and  that  the 
Coast  Guard  would  publish  a  notice  in 
the  Federal  Register  when  it  was 
approved.  Persons  are  not  required  to 
respond  to  a  collection  of  information 
unless  it  has  a  cunently  valid  OMB 
control  number. 

On  May  10, 1996  OMB  sent  the  Coast 
Guard  a  notice  of  action  stating  that  the 
collection  of  information  requirement  in 
46  CFR  159.010-7  (Recognized 
independent  laboratory:  Memorandum 
of  Understanding)  is  approved  for  use 
through  July  31, 1999,  under  OMB 
control  number  2115-0141. 

Dated:  August  21, 1996. 

Joseph  J.  Angelo, 

Director  of  Standards,  Marine  Safety  and 
Environmental  Protection. 

[FR  Doc.  96-21935  Filed  8-27-96;  8:45  am) 
BILUNQ  CODE  4910-14-M 

FEDERAL  COMMUNICATIONS 
COMMISSION 

47 CFR  Parti 

[GEN  Docket  No.  86-285,  FCC  96-332] 

Schedule  Qf  Application  Fees: 
Correction 

AGENCY:  Federal  Communications 
Commission. 


ACTION:  Correction  to  final -rule. 

SUMMARY:  This  document  contains 
corrections  to  the  Final  Rule  (GEN 
Docket  No.  86-285,  FCC  96-332),  which 
was  published  Tuesday,  August  13, 

1996  (61  FR  41966).  The  Final  Rule 
related  to  the  amendment  of  the  FCC’s 
Schedule  of  Application  Fees  to  adjust 
the  fees  for  processing  applications  and 
other  filings  as  required  by  Section  8(b) 
of  the  Communication  Act. 

EFFECTIVE  DATE:  September  12, 1996. 

FOR  FURTHER  INFORMATION  CONTACT: 
Regina  Dorsey  or  Claudette  Pride  (202) 
418-1995. 

SUPPLEMENTARY  INFORMATION: 
Background 

The  Final  Rule  that  is  the  subject  of 
these  corrections  supersedes  the 
Schedule  of  Application  Fees. 

Need  for  Correction 

As  published,  the  Final  Rule  contains 
errors  which  may  prove  to  be 
misleading  and  are  in  need  of 
clarification. 

Correction  of  Publication 

Accordingly,  the  publication  on 
August  13, 1996  (61  FR  41966),  of  the 
Final  Rule  (GEN  Docket  No.  86-285, 

FCC  96-332)  (FR  Doc.  96-20596)  is 
corrected  as  follows: 

§1.1105  [Corrected] 

1.  On  page  41979,  in  §  1.1105, 

Column  4  of  the  table,  in  item  5.a..  the 
Payment  Type  Code  “BLA”  is  corrected 
to  read  “BMA”. 

2.  On  page  41979,  in  §  1.1105, 

Column  4  of  the  table,  in  item  5.b.,  the 
Payment  Type  Code  “BMA”  is  corrected 
to  read  “BLA”. 

§  1.1 107  [Corrected] 

3.  On  page  41981,  in  §  1.1107, 

Colunm  2  of  the  table,  in  item  4.d.(2), 
FCC  Form  No.  “702  or  705”  is  corrected 
to  read  “702  or  704”. 

4.  On  page  41982,  in  §  1.1107, 

Column  3  of  the  table,  in  item  7.b.,  the 
figure  “130”  is  corrected  to  read 
“1,645”. 

William  F.  Caton, 

Acting  Secretary. 

[FR  Doc.  96-21580  Filed  8-27-96;  8:45  amj 
BILUNQ  CODE  6712-01-41 
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47  CFR  Parts  25  and  101 

[CC  Docket  No.  92-297,  FCC  96-311] 

Redesignating  the  27.5-29.5  GHz 
Frequency  Band,  Reailocating  the- 
29.5^.0  GHz  Frequency  Band,  and 
Estabiishing  Ruies  and  Poiicies  for 
Locai  Muitipoint  Distribution  Service 
and  for  Fixed  Sateitite  Services 

agency:  Federal  Communications 
Commission. 

ACTION:  Final  rule. 

SUMMARY:  By  this  First  Report  and 
Order,  the  Commission  designates  band 
segments  in  the  27.5-30.0  GHz  band 
(“28  GHz  band”)  for  several  types  of 
wireless  systems,  clearing  the  way  for 
licensing  Local  Multipoint  Distribution 
Service  (“LMDS”)  providers.  Fixed 
Satellite  Service  (“FSS”)  systems,  and 
feeder  links  for  certain  Mobile  SatelUte 
Service  (“MSS”)  systems.  The 
associated  downlink  bands  for  satellite 
services  at  17.7-20.2  GHz,  are 
designated  as  well.  Our  band 
segmentation  plan  seeks  to  promote 
com]>etition  by  permitting  ^1  proposed 
services  to  develop  and  offer  innovative 
consumer  services  such  as  video 
program  distribution,  two-way 
interactive  video,  teleconferencing, 
telemedicine,  telecommuting,  and  high 
speed  data  services  within  our  borders 
and  around  the  globe. 

EFFECTIVE  DATE:  October  28,  1996. 

FOR  FURTHER  INFORMATION  CONTACT: 
Robert  James.  Wireless 
Telecommunications  Bureau,  (202)  418- 


0798;  Jennifer  Gilsenan,  International 
Bureau,  Satellite  Policy  Branch,  (202) 
418-0757;  Kathleen  C^pbell, 
International  Biueau,  Satellite  Policy 
Branch,  (202)  418-0753. 

SUPPLEMENTARY  INFORMATION:  This  is  a 
sxunmary  of  the  First  Report  and  Order 
portion  of  the  Commission’s  First 
Report  and  Order  and  Fourth  Notice  of 
Proposed  Rulemaking  in  CC  Docket  No. 
92-297;  FCC  96-311,  adopted  July  17, 
1996  and  released  July  22, 1996.  Tbe 
complete  text  of  this  document  is 
available  for  inspection  and  copying 
during  normal  business  hours  in  the 
FCC  Reference  Center. (Room  239),  1919 
M  Street,  NW.,  Washington,  DC,  and 
also  may  be  pvuchased  from  the 
Commission’s  copy  contractor. 
International  Transcription  Service, 
(202)  857-3800,  2100  M  Street.  NW., 
Suite  140,  WasWngton,  DC  20037. 

'The  First  Report  and  Order  contains 
information  collections  and  third  party 
disclosure  requirements  subject  to  the 
Paperwork  Reduction  Act  of  1995,  Pub. 
L.  104-13  (PRA).  Notice  of  this 
collection  appeared  at  61  FR  43058, 
August  20, 1996.  It  will  be  submitted  to 
the  Office  of  Management  and  Budget 
(OMB)  for  review  under  PRA. 

As  required  by  section  603  of  the 
Regulatory  Flexibility  Act,  the 
Commission  has  prepared  a  Final 
Regulatory  Flexibility  Act  (FRFA)  of  the 
expected  impact  on  small  entities  of  the 
First  Report  and  Order  adopted. 

Summary  of  First  Report  and  Order 

1.  'This  is  the  First  Report  and  Order 
in  a  proceeding  that  involves  the 

UPLINK  Band  27.5-30.0  GHz 


development  of  one  of  the  largest 
contiguous  spectrum  segments  available 
to  the  Commission,  the  28  GHz  band. 

The  commercialization  of  this  spectrum 
enables  consumers  to  receive  emerging 
domestic  and  global  technologies  via 
multiple  service  providers. 

2.  With  this  First  Report  and  Order, 
the  Commission  designates  band 
segments  in  the  28  GHz  band  for  several 
types  of  wireless  systems,  clearing  the 
way  for  licensing  Local  Multipoint 
Distribution  Service  (“LMDS”) 
providers.  Fixed  Satellite  Service 
(“FSS”)  systems,  and  feeder  links  for 
certain  Mobile  Satellite  Service  (“MSS”) 
systems.  The  associated  downlink  bands 
for  satellite  services  are  designated  as 
well.*  We  will  address  issues  relating  to 
service  rules  for  both  GSO/FSS  and 
NGSO/FSS  systems  proposing  to 
operate  in  the  28  GHz  band  in  a 
forthcoming  Report  and  Order.  Service 
and  auction  rules  relating  to  LMDS  will 
also  be  addressed  in  a  separate  Report 
and  Order. 

3.  The  band  segmentation  plan  seeks 
to  promote  competition  by  permitting 
all  proposed  services  to  develop  and 
offer  innovative  consumer  services  such 
as  video  program  distribution,  two-way 
interactive  video,  teleconferencing, 
telemedicine,  telecommuting,  and  high 
speed  data  services  within  our  borders 
and  around  the  globe. 

4.  The  Commission’s  band 
segmentation  plan  is  depicted 
graphically  as  follows: 
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5.  The  Commission’s  plan  designates 
co-frequency  sharing  in  band  segments 
where  the  Commission  and  the  parties 
have  concluded  it  is  technically 
feasible.  This  band  plan  promotes 
spectrum  efficiency  and  facilitates  the 
deployment  of  diverse,  interactive, 
competitive  services  for  consumers. 

6.  The  band  segmentation  plan  will  be 
implemented  through  appropriate 
changes  in  part  25  and  part  101  of  the 
Commission’s  rules.  'The  Commission 
designates  discrete  spectrum  bands  for 
specific  types  of  systems.  Services 


designated  for  domestic  licensing 
priority  are  specified  in  capital  letters  in 
the  graphic  depiction  of  the  band  plan. 
These  services  have  licensing  priority 
vis-a-vis  any  other  type  of  service 
allocated  domestically  or  internationally 
in  the  band.  Lower-case  letters  indicate 
services  in  a  particular  band  segment 
which  also  have  licensing  priority  vis- 
a-vis  any  third  service  allocated 
domestically  or  internationally  in  the 
bemd,  but  have  no  Ucensing  priority 
over  the  service  in  capital  letters  in  the 
band  segment  and  must  operate  on  a 


non-interference  basis  and  mvist  accept 
interference  vis-a-vis  that  service. 
Services  designated  with  two  priority 
users  have  equal  Ucensing  rights  based 
on  the  sharing  principles  adopted  for 
that  particular  band  segment. 

7.  In  implementing  this  band  plan,  the 
Commission  set  out  procedures  for 
“grandfathering”  the  existing  LMDS 
system,  CellularVision,  in  the  28  GHz 
band.  Specifically,  the  Commission 
requires  CellularVision  to  vacate  the 
28.35-28.50  GHz  band  by  24  months 
following  the  release  date  of  the  First 


■  Satellite  downlinks  paired  with  satellite  uplinks 
in  the  28  GHz  band  are  in  the  17.7-20.2  GHz  ^nd. 
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Report  and  Order,  or  by  the  date  of 
launch  of  the  first  GSO/FSS  satellite 
intended  to  provide  service  in  the 
United  States  in  this  band,  whichever 
occurs  later.  In  order  to  ensure  certainty 
for  both  CellularVision’s  customers  and . 
for  potential  GSO/FSS  systems  planning 
to  provide  service  in  the  United  States 
in  the  28.35-28.50  GHz  band,  the 
Commission  clarified  its  reference  to 
“launch”  as  the  date  which  the  first 
GSO/FSS  satellite,  intended  to  operate 


in  the  28.35-28.50  GHz  band,  leaves  the 
Earth’s  surface.  The  satellite  licensee  is 
responsible  for  notifying  CellularVision 
six  months  prior  to  the  planned  launch 
date,  and  for  giving  CellularVision, 
upon  its  request,  updates  on  the 
satellite’s  status.  CellularVision  has  the 
responsibility  to  remeiin  apprised  of  the 
satellite’s  status  emd  to  ensure  that 
LMDS  operations  cease  on  the  150  MHz 
allocated  for  GSO/FSS  operations  in 
accordance  with  the  order  herein. 

Downlink  Band  17.7-20.2  GHz 


8.  To  ensure  the  implementation  of 
this  band  plan,  the  Commission  adopted 
specific  inter-service  shm-ing  rules  for 
those  services  designated  in  the  same 
band  segment. 

9.  The  Commission  also  designated 
band  segments  for  the  associated 
satellite  downlink  band  at  17.7-20.2 
GHz.  The  17.7-20.2  GHz  band 
segmentation  plan  can  be  depicted  as 
follows: 


GSO/FSS  NGSO/FSS  MSS  F.L 

fixed  ngso/  fixed  gso/  fixed  gsol  GSO/FSS  ngso/fss 

fss  fss  fss  500  MHz 

1100  MHz  500  MHz  400  MHz 

17.7  18.80  19.30  19.70  2020  GHz 


This  plan  specifically  designates 
downlinks  in  the  17.7-18.8  GHz  band 
for  GSO/FSS  uses,  the  18.8-19.3  GHz 
band  for  NGSO/FSS  uses,  the  19.3-19.7 
GHz  band  for  NGSO/MSS  feeder  links, 
and  the  19.7-20.2  GHz  band  for  GSO/ 
FSS  uses.  These  designations  do  not 
preclude  the  authorized  use  of  these 
bands  by  other  satellite  applications  on 
a  secondary  basis  to  the  primary 
satellite  application  designated  in  the 
band. 

10.  GSO/FSS,  NGSO/MSS  feeder  links 
and  NGSO/FSS  systems  are  all  fixed 
satellite  services.  Under  ciurent  rules, 
such  services  share  the  17.7-19.7  GHz 
band  with  fixed  services  on  a  coequal 
basis.2  Current  rules  require 
coordination  of  these  services  pursuant 
to  the  requirements  in  §  25.130(b)  of  the 
rules,  and  under  the  procedures 
outlined  in  §  101.103  of  the  rules.  These 
coordination  rules  will  continue  to  be 
applied  in  these  bands;  however,  should 
the  affected  parties  wish  to  propose 
slightly  modified  procedures  to 
facilitate  the  deployment  of  these 
services,  we  would  consider  such  a 
proposal  in  the  future.  The  record  does 
not  indicate  that  other  requirements  for 
coordination  between  non-govemment 
satellite  systems  are  necessary  at  this 
time.3 

Final  Regulatory  Flexibility  Analysis  of 
First  Report  and  Order 

11.  As  required  by  section  603  of  the 
Regulatory  Flexibility  Act,  5  U.S.C.  603 
(RFA),  an  Initial  Regulatory  Flexibility 
Analysis  (IRFA)  was  incorporated  in  the 
Third  Notice  of  Proposed  Ruliemaking  in 
this  proceeding  (Third  NPRM),  60  FR 

*  See  47  CFR  25.202  (a)(1). 

^  With  respect  to  government  systems,  parties 
should  take  note  of  footnote  US  334  of  the  Table 
of  Frequency  Allocations.  See  47  CFR  2.106. 


43470  (August  23, 1995).  The 
Commission  sought  written  public 
comments  on  the  proposals  in  the  Third 
NPRM,  including  on  the  IRFA.  The 
Commission’s  Final  Regulatory 
Flexibility  Analysis  (FRF A)  in  this  First 
Report  and  Order  conforms  to  the  RFA, 
as  amended  by  the  Contract  With 
America  Advancement  Act  of  1996, 
(CWAAA),  Pub.  L.  104-121, 110  Stat. 

847  (lOOO).-* 

Need  for  and  Purpose  of  this  Action 

12.  In  this  decision,  the  Commission, 
adopts  a  band  plan  designating  discrete 
spectrum  segments  for  the  Local 
Multipoint  Distribution  Systems 
(“LMDS”),  Fixed  Satellite  Service  (FSS) 
systems,  and  feeder  links  for  certain 
Mobile  Satellite  Service  (“MSS”) 
systems  in  the  27.5-30.0  GHz  band  (“28 
GHz  band”).  The  Commission  also 
adopts  rules  and  procedures  intended  to 
facilitate  the  efficient  use  of  this  large 
spectrum  segment  among  these  three 
different  types  of  services.  The  purposes 
of  this  action  are  to  help  launch  two 
new  broadband  industries  well-suited  to 
compete  in  the  domestic  and  global 
marketplace. 

Summary  of  Issues  Raised  by  the  Public 
Comments  in  Response  to  the  Initial 
Regulatory  Flexibility  Analysis 

13.  No  comments  were  filed  in  direct 
response  to  the  IRFA.  In  general, 
comments  on  the  Third  NPRM, 
however,  the  only  licensee  in  the  band, 
CellularVision,  an  LMDS  small  entity 
believed  that  the  plan  proposed  in  the 
Third  NPRM  accommodated  all  . 
competing  interests  for  spectrum  in  the 
band.  Furthermore,  the  proposal  to 

■♦Subtitle  n  of  the  CWAAA  is  “The  Small 
Business  Regulatory  Enforcement  Fairness  Act  of 
1996”  (SBREFA).  codiHed  at  5  U.S.C.  601  et  seq. 


grandfather  CellularVision’s  existing 
system  in  the  New  York  Primary 
Metropolitan  Statistical  Area  was 
supported  by  CellularVision  as  a 
reasonable  plein  to  facilitate  ifs  existing 
operations  as  it  phases  into  licensing 
under  the  new  band  segmentation 
scheme. 

Description  and  Estimate  of  the  Small 
Entities  Subject  to  the  Rules 

14.  The  Commission  has  not 
developed  a  definition  of  small  entities 
applicable  to  GSO/FSS  licensees. 
Therefore,  the  applicable  definition  of 
small  entity  is  the  definition  under  the 
Small  Business  Administration  (SBA) 
rules  applicable  to  Commimicalions 
Services,  Not  Elsewhere  Classified.  This 
definition  provides  that  a  small  entity  is 
expressed  as  one  with  $11.0  million  in 
annual  receipts.^ 

Estimates  for  GSO/FSS  Satellite  System 
Applicants  for  the  28  GHz  Band 

15.  At  present  there  are  no  GSO/FSS 
satellite  licensees  in  the  band  and  the 
Commission  has  not  adopted  any  final 
service  rules  for  satellite  systems 
proposing  to  operate  in  the  28  GHz 
band.  Therefore,  there  are  no  small 
businesses  currently  providing  these 
types  of  broadband  interactive  services 
in  the  band,  fiowevor,  there  has  been  a 
cut-off  date  for  applications  to  be 
considered  in  the  first  GSO/FSS 
processing  round.*  There  are  a  total  of 
thirteen  applications  currently  on  file 
proposing  to  provide  GSO/FSS  services 
in  the  band.  Eight  of  these  systems 
propose  global  systems.  Five  systems 

>  13  CFR  121.201,  Standard  Industrial 
Classification  (SIC)  Code  4899. 

*  See  Ka-Band  Satellite  Applications  Accepted 
For  Filing:  Cut-Off  Established  for  Additional 
Applications,  Public  Notice,  Report  No.  SPB-20, 
Release  No.  DA  95-1689,  July  28. 1995. 
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propose  regional  coverage.  The 
Commission  acknowledges  that  a  couple 
of  these  applications  are  start-up 
companies  and  assumes  that  new 
satellite  systems  may  be  developed  in 
this  frequency  band  that  may  qualify  as 
small  entities  pursuant  to  the  SBA’s 
definition. 

Estimates  for  NGSO/FSS  System 
Applicant  in  the  Band 

16.  At  present  there  are  no  NGSO/FSS 
satellite  licensees  in  the  28  GHz  band 
and  final  service  rules  have  not  been 
adopted  for  such  satellite  systems 
proposing  to  operate  in  the  band. 
Therefore,  there  are  no  small  businesses 
cvurently  providing  these  services  in  the 
bemd.  However,  there  has  been  a  cut-off 
date  for  applications  to  be  considered  in 
the  first  GSO/FSS  processing  round. 
Currently,  there  is  only  one  NGSO/FSS 
application  on  file.  The  Commission 
assumes  that  new  satellite  systems  may 
be  developed  in  this  frequency  band 
that  may  qualify  as  small  entities 
pursuant  to  the  SBA’s  definition. 

Estimates  for  NGSO/MSS  Systems  With 
Feeder  Links  in  the  28  GHz  Band 

17.  At  present  there  are  two  licensed 
NGSO/MSS  systems  proposing  feeder 
links  for  their  systems  in  the  28  GHz 
band.  The  Commission  assumes  that 
new  satellite  systems  mSy  be  developed 
in  this  fi-equency  band  that  may  qualify 
as  small  entities  pursuant  to  the  SBA’s- 
definition. 

Estimates  for  LMDS 

18. The  rules  adopted  in  this  First 
Report  and  Order  will  apply  to  any 
company  which  chooses  to  apply  for  a 
license  in  the  new  services.  In  addition, 
the  new  rules  impact  fixed  microwave 
licensees,  some  of  whom  requested  that 
the  Commission  institute  a  channeling 
plan  in  the  28  GHz  band  to  set  standards 
for  point-to-point  microwave  equipment 
manufacturers.  With  regard  to  both  the 
traditional  point-to-point  entities  and 
the  Local  Multipoint  Distribution 
Service  (LMDS),  the  Commission  has 
not  developed  a  definition  of  small 
entities  applicable  to  such  licensees. 

The  SBA  definitions  of  small  entity  for 
LMDS  are  the  definitions  applicable  to 
radiotelephone  companies  and  to  pay 
television  services.  The  definition  of 
radiotelephone  companies  provides  that 
a  small  entity  is  a  radiotelephone 
company  employing  fewer  than  1,500 
persons."^  The  definition  of  a  pay 
television  service  is  one  which  has 
annual  receipts  of  less  than  $11 


’’  13  CFR  121.201,  Standard  Industrial 
Classification  (SIC)  Code  4812. 


million.*  Since  the  Regulatory 
Flexibility  Act  amendments  were  not  in 
effect  until  the  record  in  this  proceeding 
was  closed,  tlie  Commission  was  unable 
to  request  information  regarding  the 
potential  number  of  small  businesses 
interested  in  LMDS  and  is  unable  at  this 
time  to  determine  the  precise  number  of 
potential  applicants  which  are  small 
businesses. 

19.  The  size  data  provided  by  the  SBA 
does  not  enable  us  to  make  a  meaningful 
estimate  of  the  number  of 
telecommunications  providers  which 
are  small  entities  because  it  combines 
all  radiotelephone  companies  with  500 
or  more  employees.®  The  Commission 
used  the  1992  Census  of  Transportation, 
Communications,  and  Utilities, 
conducted  by  the  Bureau  of  the  Census, 
which  is  the  most  recent  information 
available.  This  document  shows  that 
only  12  radiotelephone  firms  out  of  a 
total  of  1,178  such  firms  which  operated 
during  1992  had  1,000  or  more 
employees.'®  Therefore,  a  majority  of 
LMDS  entities  providing  radiotelephone 
services  could  be  small  businesses 
under  the  SBA’s  definition.  Likewise, 
the  size  data  provided  by  the  SBA  does 
not  enable  us  to  make  a  meaningful 
estimate  of  the  nvunber  of  cable  and  pay 
television  providers  which  are  small 
entities  because  it  combines  all  such 
providers  with  revenues  of  less  than  $11 
million."  The  Commission  used  the 
1992  Census  of  Transportation, 
Commimications,  and  Utilities  (Table 
2D),  conducted  by  the  Biueau  of  the 
Census,  which  is  the  most  recent 
information  available.  This  document 
shows  that  only  36  of  1,788  firms 
providing  cable  and  pay  television 
service  have  a  revenue  of  greater  than 
$10  million.  Therefore,  the  vast  majority 
of  LMDS  entities  providing  video 
distribution  could  be  small  businesses 
under  the  SBA’s  definition. 

20.  However,  in  the  Third  NPRM,^'^ 
we  proposed  to  define  a  small  business 


»/d.,  SIC  Code  4841. 

^  U.S.  Small  Business  Administration  1992 
Economic  Census  Employment  Report,  Bureau  of 
the  Census,  U.S.  Department  of  Commerce,  SIC 
Code  4812  (radiotelephone  communications 
industry  data  adopted  by  the  SBA  OfHce  of 
Advocacy). 

'“U.S.  Bureau  of  the  Census,  U.S.  Department  of 
Commerce,  1992  Census  of  Transportation, 
Communications,  and  Utilities,  UC92-S-1,  Subject 
Series,  Establishment  and  Firm  Size,  Table  5, 
Employment  Size  of  Firms:  1992,  SIC  Code  4812 
(issued  May  1995). 

"Id.,  SIC 4841. 

In  the  Matter  of  Rulemaking  to  Amend  parts  1, 
2,  21,  and  25  of  the  Commission’s  Rules  to 
Redesignate  the  27.5-29.5  GHz  Frequency  Band,  to 
Reallocate  the  29.5-30.0  GHz  Frequency  Band,  to 
Establish  Rules  and  Policies  for  Local  Multipoint 
Distribution  Service  and  for  Fixed  Satellite  Services 
and  Suite  12  Group  Petition  for  Pioneer’s 


as  an  entity  that,  together  with  affiliates 
and  attributable  investors,  has  average 
gross  revenues  for  the  three  preceding 
years  of  less  than  $40  million.  We  have 
not  yet  received  approval  by  the  SBA  for 
this  definition  because  the  service  rules 
for  LMDS  have  not  been  finalized.  A 
definition  of  small  point-to-point 
entities  have  not  yet  received  approval 
by  the  SBA  because  such  entities  have 
not  as  yet  been  subject  to  competitive 
biddi^  procedures. 

21.  Tne  Commission  assumes,  for 
purposes  of  our  evaluations  and 
conclusions  in  this  FRFA,  that  nearly  all 
of  the  LMDS  licensees  will  be  small 
entities,  as  that  term  is  defined  by  the 
SBA.  Many  of  the  competitors  using 
LMDS  to  compete  with  LECs  or  cable 
companies  could  be  small  businesses. 

22.  With  regard  to  traditional  point-to- 
point  microwave  entities,  the  same 
analysis  for  small  radiotelephone 
entities  as  made  above  applies  to  these 
entities.  In  the  First  Report  and  Order, 
the  Commission  declines  to  specify  a 
ciianneling  plan  for  point-to-point 
entities.  It  is  the  Commission’s  opinion 
that  retaining  maximum  system  design 
flexibility  for  LMDS  licensees  within 
their  service  areas  precludes  our 
specifying  a  point-to-point  channeling 
plan.  Entities  interested  in  providing 
point-to-point  service  may  seek  other 
spectrum  or  may  become  LMDS 
licensees  and  configure  their  systems  as 
they  choose.  In  addition,  such  entities 
may  lease  spectrum,  or  seek  partitioning 
or  disaggregation  opportunities  from 
LMDS  licensees.  Moreover,  the 
traditional  point-to-point  microwave 
equipment  manufacturing  industry 
could  seek  to  establish  standards  for  its 
members  to  use  in  the  28  GHz  band. 
Accordingly,  this  First  Report  and  Order 
does  not  provide  direct  relief  requested 
by,  e.g.,  the  Telecommunications 
Industry  Association,  which  represents 
fixed  microwave  entities,  the  majority  of 
whom  may  be  small  businesses. 

23.  Another  category  of  small  entities 
affected  by  this  First  Report  and  Order 
are  those  operating  in  the  17.5-19.5  GHz 
frequency  band.  These  entities  are  fixed 
point-to-point  microwave  entities  of 
many  subcategories.  The  same  analysis 
for  these  entities  as  made  for  traditional 
fixed  microwave  entities  made  above 
applies  to  these  entities  (a  definition  of 
small  point-to-point  entities  has  not 
been  submitted  for  approval  by  the  SBA 
because  such  entities  have  not  as  yet 
been  subject  to  competitive  bidding 
procediues).  The  First  Report  and  Order 
does  not  change  the  Commission’s 
treatment  of  these  entities,  but  it  adds 


Preference,  CC  Docket  No.  92-297, 11  F.C.C.  Red. 
53  (1995)  [Third  NPRM],  para.  188. 
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potential  additional  satellite  operators 
in  the  band  with  which  the  entities  will 
have  to  coordinate  in  the  futiue.  The 
Commission  has  coordination 
procedures  in  effect;  should  they  prove 
inadequate  in  the  future,  we  will 
reconsider  the  issue  at  that  time. 

Summary  of  Projected  Reporting, 
Recordkeeping  and  Other  Compliance 
Requirements 

24.  There  are  some  reporting 
requirements  imposed  by  the  First 
Report  and  Order.  In  some  instances,  it 
is  likely  that  the  entities  filing  the 
reports  will  require  no  professional 
skills  for  the  preparation  of  such 
requests.  In  other  cases,  the  services  of 
persons  with  technical  or  engineering 
expertise  may  be  required  to  prepare  the 
reports.  First,  in  one  band  segment,  a 
satellite  licensee  is  required  to  notify 
the  one  existing  licensed  LMDS 
operator,  CellularVision,  of  its  launch 
date  six  months  prior  to  the  satellite’s 
launch  date.  It  is  also  required  to 
provide,  upon  CellularVision’s  request, 
updates  on  the  satellite’s  status.  Such  a 
request  is  reasonable  of  CellularVision. 
At  this  time,  it  is  not  clear  how  many 
potential  GSO/FSS  licensees  this  will 
effect.  Second,  in  another  shared  band 
segment.  LMDS  licensees  are  required  to 
serve  copies  of  their  application  on  all 
NCSO/MSS  applicants.  At  this  time,  it 
is  not  clear  how  many  LMDS  entities 
will  be  participating.  Currently  there  are 
only  two  NGSO/MSS  licensees  who  will 
be  using  this  band  for  feeder  links. 
Feeder  links  for  a  third  NGSO/MSS 
system  could  possibly  also  be 
accommodated  in  this  band.  Third, 
NGSO/MSS  feeder  link  earth  stations 
are  required  to  specify  a  set  of 
geographic  coor^uates  for  the  Ideation 
of  these  earth  stations,  15  days  after  the 
release  of  a  public  notice  announcing 
the  conunencement  of  LMDS  auctions. 
Finally,  one  NGSO/MSS  licensee  is 
required  to  provide  its  feeder  link  earth 
station  locations  to  the  GSO/FSS 
licensees.  At  this  time,  it  is  not  clear 
how  many  potential  GSIO/FSS  licensees 
this  will  effect. 

Steps  Taken  to  Minimize  the  Economic 
Impact  on  Small  Entities 

25.  The  Commission  adopts  a  band 
plan  that  facilitates  the  accommodation 
of  all  proposed  systems  in  the  28  GHz 
band.  It  believes  this  plan  is  a 
reasonable  accommodation  of  all 
competing  interests  in  this  new  band 
segment,  including  small  entities.  The 
band  plan  along  with  the  Fourth  Notice 
of  Proposed  Rulemaking  for  the  31  GHz 
band  provides  both  small  entities  and 
larger  businesses  the  same  opportunity 
to  develop  and  operate  viable  systems 


within  the  band,  and  initiate 
competitive  services.  The  band  plan 
also  accords,  CellularVision,  the  only 
licensee  in  the  band,  flexibility  dturing 
the  implementation  phase  of  the  band 
plan. 

Significant  Alternatives  Considered  and 
Rejected 

26.  The  Commission  considered  and 
rejected  several  alternatives  to  the  band 
plan  adopted.'^  The  Commission 
considered  various  band  segmentation 
plans  over  the  last  several  months  with 
the  goal  of  acconunodating  the  various 
divergent  proposals  made  in  response  to 
the  bwd  plan  proposed  in  the  Third 
NPRM.'*  For  example,  the  Commission 
considered  plans  which  ultimately 
proved  to  require  difficult  inter-service 
sharing  rules  and  to  not  completely 
support  interactivity  of  LMDS 
systems. '5  The  Commission  also 
considered  a  band  plan  that  designated 
1000  MHz  each  for  GSO/FSS  and  LMDS 
service.  That  plan,  however,  would  have 
divided  LMDS  eimong  three  non¬ 
contiguous  spectrum  segments.’^  This 
option  was  not  acceptable  to  the 
potential  LMDS  service  providers, 
including  small  providers,  because,  they 
argued,  it  would  have  significantly 
decreased  spectrum  efficiency  for 
LMDS,  resulting  in  increased  cost  and 
delay  in  offering  both  subscriber  and 
hub  equipment.  The  Commission  also 
consider^  two  band  plans  that 
designated  GSO/FSS  systems  with  less 
than  1000  MHz.'*  These  options  were 
unacceptable  to  the  GSO/FSS'applicants 
because,  they  argued,  any  of  these  plans 
would  result  in  a  significant  loss  of 
system  capacity  and  revenue.'’  Such 
loss  and  capacity  could  affect  potential 
small  entities.  Another  plan,  resulting 
fi'om  a  GSO/FSS  applicant’s  proposal, 
was  also  consider^.  It  would  have 
designated  a  total  of  1010  MHz  to  GSO/ 
FSS  applicants  and  985  MHz  to  LMDS, 
but  required  sheiring  of  135  MHz 
between  GSO/FSS  and  LMDS.^o 
However,  the  mutually  acceptable 
sharing  principles  required  to 
implement  this  plan  were  not  developed 
by  the  LMDS  and  GSO/FSS  pjarties.^* 


See  First  Report  and  Order  at  W  38-40. 
'*Seeex  parte  submission  filed  by  the 
International  Bureau  to  William  F.  Caton,  Acting 
Secretary  (Feb.  6, 1996),  for  diagrams  of 
Commission  Band  Plan  Options  1.  2,  2A,  2B,  3(a). 
4  and  5. 

See  First  Report  and  Order  note  76. 

'*/d.  note  77. 

•’/d.  note  78. 

'•/d.  note  79.  •  . 

>*  Id.  note  80. 

^Id.  note  81. 

Id.  note  82. 


The  Commission  staff  was  also  tmable 
to  successfully  propose  sharing  criteria. 

^  27.  In  March  1996,  NASA  was  also 
asked  to  undertake  an  immediate  study 
to  assess  whether  its  space  services  and 
LMDS  could  share  spectrum  below  27.5 
GHz.22  NASA  concluded  three  weeks 
later  that  no  rules  acceptable  to  all 
parties  could  be  drafted  which  would 
guarantee  protection  of  NASA  space 
services  from  harmful  interference.^ 
NASA  also  concluded  that  coordination 
with  other  space  service  systems  in  the 
band  from  other  administrations  would 
make  this  a  difficult  option  to 
implement  effectively. 

28.  One  alternative  of  not  adopting  a 
band  segmentation  plan  for  this 
spectrum  is  the  preclusion  of  LMDS 
service  or  satellite  service  in  the  28  GHz 
band.  In  the  Third  NPRM,  the 
Commission  tentatively  concluded  that 
denying  one  or  the  other  of  the 
proposed  services  for  the  band  was  not 
in  the  public  interest  and  that  both 
proposed  services  bring  the  promise  of 
competition  and  innovative  services  to 
the  nation’s  infrastructure.  Moreover, 
preclusion  of  either  service  potentially 
affects  small  businesses  on  froth  the 
satellite  side  and  the  LMDS  side. 

Report  to  Congress 

29.  The  Commission  shall  send  a  copy 
of  this  Final  Regulatory  Flexibility 
Analysis,  along  with  this  First  Report 
and  Order,  in  a  report  to  Congress 
pursuant  to  the  Small  Business 
Regulatory  Enforcement  Fairness  Act  of 
1996,  5  U.S.C.  801(a)(1)(A).  A  copy  of 
this  FRFA  will  also  be  published  in  the 
Federal  Register. 

Ordering  Clause 

30.  Accordingly,  it  is  ordered  that  part 
25  and  part  101  of  the  Commission’s 
rules  are  amended  as  specified  below, 
effective  October  28, 1996. 

List  of  Subjects 

47  CFR  Part  25 

Satellites. 

47  CFR  Part  101 

Communications  equipment.  Radio, 
Reporting  and  recordkeeping 
requirements. 

Federal  Communications  Commission. 
William  F.  Caton, 

'Acting  Secretary. 

Rule  Changes 

Parts  25  and  101  of  Title  47  of  the 
Code  of  Federal  Regulations  are 
amended  as  follows: 


^Id.  note  83. 
^Id.  note  84. 
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PART  25— SATELLITE 
COMMUNICATIONS 

1.  The  authdrity  citation  for  part  25 
continues  to  read  as  follows: 

Authority:  Secs.  101-404,  76  Stat.  410- 
427;  47  U.S.C.  701-744,  Sec.  4,  48  Stat.  1066, 
as  amended;  47  U.S.C.  154.  Interprets  or 
applies  sec.  303,  48  Stat.  1082,  as  amended; 

47  U.S.C.  303. 

2.  Section  25.203  is  amended  by 
adding  paragraph  (h)  to  read  as  follows: 

§  25.203  Choice  of  sites  and  frequencies. 
***** 

(h)  Sites  and  frequencies  for  GSO  and 
NGSO  earth  stations,  operating  in  a 
frequency  band  where  both  have  a  co- 
primary  allocation,  shall  be  selected  to 
avoid  earth  station  antenna  mainlobe-to- 
satellite  antenna  mainlobe  coupling, 
between  NGSO  systems  and  between 
NGSO  and  GSO  systems,  in  order  to 
minimize  the  possibility  of  harmful 
interference  between  these  services. 

Prior  to  filing  an  earth  station 
application,  in  bands  with  co-primary 
allocations  to  NGSO  and  GSO  earth 
stations,  the  applicant  shall  coordinate 
the  proposed  site  and  frequency  usage 
with  existing  earth  station  licensees  and 
with  current  earth  station  authorization 
applicants. 

***** 

3.  A  new  §  25.250  is  added  to  subpart 
G  to  read  as  follows: 

§  25.250  Sharing  between  NGSO  MSS 
Feeder  links  Earth  Stations  in  the  19.3-19.7 
GHz  and  29.1-29.5  GHz  Bands. 

(a)  NGSO  MSS  applicants  shall  be 
licensed  to  operate  in  the  29.1-29.5  GHz 
band  for  Earth-to-space  transmissions 
and  19,3-19.7  GHz  for  space-to-Earth 
transmissions  from  feeder  link  earth 
station  complexes.  A  “feeder  link  earth 
station  complex”  may  include  up  to 
three  (3)  earth  station  groups,  with  each 
earth  station  group  having  up  to  four  (4) 
anteimas,  located  within  a  radius  of  75 
km  of  a  given  set  of  geographic 
coordinates  provided  by  NGSO-MSS 
licensees  or  applicants. 

(b)  Licensees  of  NGSO  MSS  feeder 
link  earth  stations  separated  by  800  km 
or  less  are  required  to  coordinate  their 
operations,  see  §  25.203.  The  results  of 
the  coordinaticm  shall  be  reported  to  the 
Conunission. 

4.  A  new  §  25.257  is  added  to  subpart 
C  to  read  as  follows: 

§  25.257  Special  requirements  for 
operations  in  the  band  29.1-29.25  GHz 
between  NGSO  MSS  and  LMDS. 

(a)  Non-geostationary  mobile  satellite 
service  (NGSO  MSS)  operators  shall  be 
licensed  to  use  the  29.1-29.25  GHz  band 
for  Earth-to-space  transmissions  from 


feeder  link  earth  station  complexes.  A 
“feeder  link  earth  station  complex”  may 
include  up  to  three  (3)  earth  station 
groups,  writh  each  earth  station  group 
having  up  to  four  (4)  antennas,  located 
within  a  radius  of  75  km  of  a  given  set 
of  geographic  coordinates  provided  by  a 
NGSO  MSS  licensees  or  applicants 
pursuant  to  §  101,147. 

(b)  A  maximum  of  seven  (7)  feeder 
link  earth  station  complexes  in  the 
contiguous  United  States,  Alaska  and 
Hawaii  may  be  placed  into  operation,  in 
the  largest  100  MSAs,  in  the  band  29.1- 
29.25  GHz  in  accordance  with  §  25.203 
and  §  101.147  of  this  chapter. 

(c)  One  of  the  NGSO  MSS  operators 
licensed  to  use  the  29.1-29.25  GHz  band 
may  specify  geographic  coordinates  for 
a  maximum  of  eight  feeder  link  earth 
station  complexes  that  transmit  in  the 
29.1-29.25  GHz  band.  The  other  NGSO 
MSS  operator  licensed  to  use  the  29.1- 
29.25  GHz  band  may  specify  geographic 
coordinates  for  a  maximmn  of  two 
feeder  link  earth  station  complexes  that 
transmit  in  the  29.1-29.25  GHz  band. 

(d)  Additional  NGSO  MSS  operators 
may  be  licensed  in  this  band  if  the 
additional  NGSO  MSS  operator  shows 
that  its  system  can  share  with  the 
existing  NGSO  MSS  systems. 

(e)  All  NGSO  MSS  operators  shall 
cooperate  fully  and  m^e  reasonable 
efforts  to  identify  mutually  acceptable 
locations  for  feeder  link  earth  station 
complexes.  In  this  connection,  any 
single  NGSO  MSS  operator  shall  only 
identify  one  feeder  link  earth  station 
complex  protection  zone  jn  each 
category  identified  in  §  101.147(c)(2]  of 
this  chapter  until  the  other  NG^  MSS 
operator  has  been  given  an  opportrmity 
to  select  a  location  from  the  same 
category. 

5.  A  new  §  25.258  is  added  to  subpart 
C  to  read  as  follows: 

§  25.258  Sharing  between  NGSO  MSS 
Feeder  links  Stations  and  GSO  FSS 
services  in  the  29.25-29.5  GHz  Bands. 

(a)  Operators  of  NGSO  MSS  feeder 
liiik  earth  stations  and  GSO  FSS  earth 
stations  in  the  band  29.25  to  29.5  GHz 
where  both  services  have  a  co-primary 
allocation  shall  cooperate  fully  in  order 
to  coordinate  their  systems.  During  the 
coordination  process  both  service 
operators  shall  exchange  the  necessary 
technical  parameters  required  for 
coordination. 

(b)  Licensed  GSO  FSS  systems  shall, 
to  the  maximrun  extent  possible,  operate 
with  fiequency/poleudzation  selections, 
in  the  vicinity  of  operational  or  planned 
NGSO  MSS  feeder  link  earth  station 
complexes,  that  will  minimize  instances 
of  imacceptable  interference  to  the  GSO 
FSS  space  stations. 


(c)  NGSO  MSS  satellites  operating  in 
this  frequency  band  shall  compensate 
for  nodal  regression  due  to  the  oblate 
shape  of  the  Earth,  and  thus  maintain 
constant  successive  sub-satellite  groimd 
tracks  on  the  surface  of  the  Earth. 

(d)  NGSO  MSS  systems  applying  to 
use  the  29.25-29.5  GHz  band,  for  feeder 
link  earth  station  uplink,  will  have  to 
demonstrate  that  their  system  can  share 
with  the  authorized  U.S,  GSO/FSS 
systems  operating  in  this  band. 

PART  101— FIXED  MICROWAVE 
SERVICES 

1.  The  authority  citation  for  part  101 
continues  to  read  as  follows: 

Authority:  47  U.S.C.  154,  202,  unless 
otherwise  noted. 

2.  Section  101.3  is  amended  by 
adding  the  following  definitions,  in 
alphabetical  order,  to  read  as  follows: 

§101.3  Definitions. 
***** 

Local  Multipoint  Distribution  Service 
Backbone  Link.  A  point-to-point  radio 
service  link  in  a  Local  Multipoint 
Distribution  Service  System  that  is  used 
to  interconnect  Local  Multipoint 
Distribution  Service  Hub  Stations  with 
each  other  or  with  the  public  switched 
telephone  network. 

Locaf  Multipoint  Distribution  Service 
Hub  Station.  A  fixed  point-to- 
multipoint  radio  station  in  a  Local 
Multipoint  Service  System  that  provides 
one-way  or  two-way  communication 
with  Local  Multipoint  Distribution 
Service  Subscriber  Stations. 

Local  Multipoint  Distribution  Service 
Subscriber  Station  Any  one  of  the  fixed 
microwave  radio  stations  located  at 
users’  premises,  lying  within  the 
coverage  area  of  a  Local  Multipoint 
Distribution  Service  Hub  Station, 
capable  of  receiving  one-way 
communications  from  or  providing  two- 
way  communications  with  the  Local 
Multipoint  Distribution  Service  Hub 
Station. 

Local  Multipoint  Distribution  Service 
System.  A  fixed  point  to-multipoint 
radio  system  consisting  of  Local 
Multipoint  Distribution  Service  Hub 
Stations  and  their  associated  Local 
Multipoint  Distribution  Service 
Subscriber  Stations. 
***** 

3.  Section  101.109  is  amended  by 
removing  the  entry  for  27,500  MHz  to 

29.500  MHz  and  adding  the  entries  for 

27.500  to  28,350  MHz  and  29,100  to 
29,250  MHz  in  the  table  in  paragraph  (c) 
to  read  as  follows: 

§101.109  Bandwidth. 
***** 
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(c)  *  *  * 


Frequency  band  Maxinnirr.  auttx>rized 
(MHz)  bandwidth 


27,500  to  28,350  MHz  850  MHz. 
29,100  to  29,250  MHz  150  MHz. 


4.  Section  101.113  is  amended  by 
removing  the  entry  for  27,500  to  29,500 
MHz  and  adding  new  entries  27,500  to 
28,350  MHz  and  29,100  to  29,250  MHz 
in  the  table  in  paragraph  (a)  and  by 
adding  a  new  paragraph  (c)  to  read  as 
follows: 


§  101.1 13  Transmitter  power  limitations, 
(a)  *  *  * 


Frequency  barxl  (MHz)' 

Maximum  allow¬ 
able  EIRP’ 

Fixed 

(dBW) 

Mobile 

(dBW) 

27,500  to  28,350  . 

55 

29,100  to  29,250  . . 

D 

’Per  polarization. 
7See§101.113(c). 


***** 

(c)  (1)  Transmitter  power  limitations: 
Point-to-point  stations  in  the  29.1-29.25 
GHz  band  for  the  LMDS  backbone 
between  LMDS  hubs  shall  be  limited  to 
a  maximvim  allowable  e.i.r.p.  density 
per  carrier  of  23  dBW/MHz  in  any  one 
megahertz  in  clear  air,  and  may  exceed 
this  limit  by  employment  of  adaptive 
power  control  in  cases  where  link 
propagation  attenuation  exceeds  the 
clear  air  value  due  to  precipitation  and 
only  to  the  extent  that  the  link  is 
impaired. 

(2)  Hub  Transmitter  EIRP  Spectral 
Area,  Density  Limit:  LMDS  applicants 
shall  demonstrate  that,  under  clear  air 
operating  conditions,  the  maximum 
aggregate  of  LMDS  transmitting  hub 
stations  in  a  Basic  Trading  Area  in  the 
29.1-29.25  GHz  band  will  not  transmit 
a  co-frequency  hub-to-subscriber  e.i.r.p. 
spectral  area  density  in  any  azimuthal 
direction  in  excess  of  X  dBW/(MHz- 
km  2)  when  averaged  over  any  4.375 
MHz  band,  where  X  is  defin^  in  Table 
1.  Individual  hub  stations  may  exceed 
their  clear  air  e.i.r.p.s  by  employment  of 
adaptive  power  control  in  cases  where 
link  propagation  attenuation  exceeds 
the  clear  air  value  and  only  to  the  extent 
that  the  link  is  impaired. 

(i)  The  e.i.r.p.  aggregate  spectral  area 
density  is  calc^ated  as  follows: 


N 

lOlogjo  l/A]^pigidBW/MHz-km^ 

i=l 

where: 

N=number  of  co-&equency  hubs  in 
BTA. 

A=Area  of  BTA  in  km  2. 
pi=spectral  power  density  into  antenna 
of  i-th  hub  (in  W/MH^. 
gi=gain  of  i-th  hub  antenna  at  zero 
degree  elevation  angle. 

Each  pi  and  gi  are  in  the  same  1  MHz 
within  the  designated  frequency 
band. 

(ii)  The  climate  zones  in  Table  1  are 
defined  for  different  geographic 
locations  within  the  US  as  shown  in 
Appendix  28  of  the  ITU  Radio 
Regulations. 


Table  1  ’ 


Climate  zone 

e.Lr.p.  SpectT"-!  Den¬ 
sity  (Clear  Air)  (dBW/ 
MHz-km2)2 

1 

-23 

2 

-25 

3,4,5 

-26 

’  LMDS  system  licensees  in  two  or  more 
BTAs  may  individually  or  collectively  deviate 
from  the  spectral  area  density  computed 
above  by  averaging  the  power  over  any  200 
km  by  400  km  area,  provided  that  the  aggre¬ 
gate  interference  to  the  satellite  receiver  is  no 
greater  than  if  the  spectral  area  density  were 
as  specified  in  Table  1.  A  showing  to  ttte 
Corrvnission  companng  both  methods  of  com¬ 
putation  is  requir^  and  copies  shall  be  served 
on  any  affected  non-GSO  20/30  GHz  MSS 
providers. 

^See  §21.1007(c)(i)  for  the  population  den¬ 
sity  of  the  BTA. 

(3)  Hub  Transmitter  e.i.r.p.  Spectral 
Area  Density  Limit  at  Elevation  Angles 
Above  the  Horizon:  LMDS  applicants 
shall  demonstrate  that,  imder  clear  air 
operating  conditions,  the  maximum 
aggregate  of  LMDS  transmitting  hub 
stations  in  a  Basic  Trading  Area  in  the 
29.1-29.25  GHz  band  will  not  transmit 
a  co-fi«quency  hub-to-subscriber  e.i.r.p. 
spectral  area  density  in  emy  azimuthal 
direction  in  excess  of  X  dBW/(MHz- 
km^)  when  averaged  over  any  4.375 
MHz  band  where  X  is  defined  in  Table 
2.  Individual  hub  stations  may  exceed 
their  clear  air  e.i.r.p.s  by  employment  of 
adaptive  power  control  in  cases  where 
link  propagation  attenuation  exceeds 
the  clear  air  value  and  only  to  the  extent 
that  the  link  is  impaired. 

(i)  The  e.i.r.p.’aggregate  spectral  area 
density  is  calculated  as  follows: 

N 

lOlogio  yA5^e.i.r.p.(ai)  dBW/MHzW 

i-l 

where: 

N=number  of  co-fi:equency  hubs  in 
BTA. 


A=Area  of  BTA  in  km^. 
e.i.r.p.  (ai)=equivalent  isotropic  radiated 
spectral  power  density  of  the  i-th 
hub  (in  W/MHz)  at  elevation  angle 
a  where  a  is  the  angle  in  degrees  of 
elevation  above  horizon.  e.i.r.p.(0°) 
is  the  hub  e.i.r.p.  area  density  at  the 
horizon  used  in  Section 
101.113c(2).  The  nominal  antenna  ' 
pattern  will  be  used  for  elevation 
angles  between  0®  and  8®,  and 
average  levels  will  be  used  for 
angles  beyond  8®,  where  average 
levels  will  be  calculated  by 
sampling  the  antenna  patterns  in 
each  1®  interval  between  8®  and 
9015,  dividing  by  83. 


Table  2 


Elevation  angle  (a) 

Relative  e.i.rj).  derv 
sity  (dBW/MI*-km2) 

0®sas4.0® . 

e.i.r.p.(a)  =  e.i.r.p.(0°) 

+  20  log  (sinnx)(1/ 
nx)  where  x  >  (a 
1)/7.5». 

4.0®<aS7.7»  . 

e.i.r.p.(a) «  e.i.r.p.(0°) 

-  3.85a  +  7.7. 

a  >7.7®  . . : . 

e.i.r.p.(a) »  e.i.r.p.(0*) 
-22. 

(ii)  LMDS  system  licensees  in  two  or 
more  BTAs  may  individually  or 
collectively  deviate  frum  the  Spectral 
area  density  computed  above  by 
averaging  the  power  over  any  200  km  by 
400  km  area,  provided  that  the  aggregate 
interference  to  the  satellite  receiver  is 
no  greater  than  if  the  spectral  area 
density  were  as  specified  in  Table  1.  A 
showing  to  the  Commission  comparing 
both  methods  of  computation  is 
required  and  copies  shall  be  served  on 
any  affected  non-GSO  MSS  providers. 

(4)  Power  Reduction  Techniques: 
LN^S  hub  transmitters  shall  employ 
methods  to  reduce  average  power  levels 
received  by  non-geostationary  mobile 
satellite  receivers,  to  the  extent 
necessary  to  comply  with  paragraphs 
(c)(1)  and  (c)(2)  of  this  section,  by 
employing  the  methods  set  forth  below: 

(1)  Alternate  Polarizations.  LMDS  hub 
transmitters  in  the  LMDS  service  area 
may  employ  both  vertical  and 
horizontal  linear  polarizations  such  that 
50  percent  (plus  or  minus  10  percent)  of 
the  hiib  transmitters  shall  employ 
vertical  polarization  and  50  percent 
(plus  or  minus  10  percent)  shall  employ 
horizontal  polarization. 

(ii)  Frequency  Interleaving.  LMDS 
hub  transmitters  in  ffie  LMDS  service 
area  may  employ  frequency  interleaving 
such  that  50  percent  (plus  or  minus  10 
percent)  of  the  hub  transmitters  shall 
employ  channel  center  frequencies 
which  are  different  by  one-half  the 
channel  bandwidth  of  the  other  50 
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percent  (plus  or  minus  10  percent)  of 
the  hub  transmitters. 

(iii)  Alternative  Methods.  As 
alternatives  to  paragraphs  (c)(4)(i)  and 
(c)(4)(ii)  of  this  section,  LMDS  operators 
may  employ  such  other  methods  as  may 
be  shown  to  achieve  equivalent 
reductions  in  average  power  density 
received  by  non-GSO  MSS  satellite 
receivers. 

5.  Section  101.133  is  amended  by 
adding  new  paragraph  (d)  to  read  as 
follows: 

§101.133  Limitations  on  use  of 
transmitters. 

***** 

(d)  LMDS  Subscriber  Transmissions: 
LMDS  licensees  shall  not  operate 
transmitters  from  subscriber  locations  in 
the  29.1-29.25  GHz  band 

6.  Section  101.147  is  amended  by 
adding  new  paragraph  (y)  to  read  as 
follows: 

§  1 01 .1 47  Frequency  assignments. 

*  *  *  *  *  * 

(y)  Special  requirements  for 
operations  in  the  band  29.1-29.25  GHz: 

(l)(i)  LMDS  receive  stations  operating 
on  frequencies  in  the  29.1-29.25  GHz 
band  within  a  radius  of  75  nautical 
miles  of  the  geographic  coordinates 
provided  by  a  non-GSO  MSS  licensee 
pursuant  to  paragraphs  (c)(2)  or  (c)(3)(i) 
of  this  section  (the  “feeder  link  earth 
station  complex  protection  zone”)  shall 
accept  any  interference  caused  to  them 
by  such  earth  station  complexes  and 
shall  not  claim  protection  from  such 
earth  station  complexes. 

(ii)  LMDS  licensees  operating  on 
frequencies  in  the  29.1-29.25  GHz  band 
outside  a  feeder  link  earth  station 
complex  protection  zone  shall  cooperate 
fully  and  make  reasonable  efforts  to 
resolve  technical  problems  with  the 
non-GSO  MSS  licensee  to  the  extent 
that  transmissions  from  the  non-GSO 
MSS  operator’s  feeder  link  earth  station 
complex  interfere  with  an  LMDS  receive 
station. 

(2)  No  more  than  15  days  after  the 
release  of  a  public  notice  annovmcing 
the  commencement  of  LMDS  auctions, 
feeder  link  earth  station  complexes  to  be 
licensed  pursuant  to  Section  25.257 
shall  be  specified  by  a  set  of  geographic 
coordinates  in  accordance  with  the 
following  requirements:  no  feeder  link 
earth  station  complex  may  be  located  in 
the  top  eight  (8)  metropolitan  statistical 
areas  (“MSAs”),  ranked  by  population, 
as  defined  by  the  Office  of  Management 
and  Budget  as  of  June  1993,  using 
estimated  populations  as  of  December 
1992;  two  (2)  complexes  may  be  located 
in  MSAs  9  through  25,  one  of  which 
must  be  Phoenix,  AZ  (for  a  complex  at 


Chandler,  AZ);  two  (2)  complexes  may 
be  located  in  MSAs  26  to  50;  three  (3) 
complexes  may  be  located  in  MSAs  51 
to  100,  one  of  which  must  be  Honolulu, 
Hawaii  (for  a  complex  at  Waimea);  and 
the  three  (3)  remaining  complexes  must 
be  located  at  least  75  nautical  miles 
from  the  borders  of  the  100  largest 
MSAs  or  in  any  MSA  not  included  in 
the  100  largest  MSAs.  Any  location 
allotted  for  one  range  of  MSAs  may  be 
taken  from  an  MSA  below  that  range. 

(3)  (i)  Any  non-GSO  MSS  licensee 
may  at  any  time  specify  sets  of 
geographic  coordinates  for  feeder  link 
ear&  station  complexes  with  each  earth 
station  contained  therein  to  be  located 
at  least  75  nautical  miles  from  the 
borders  of  the  100  largest  MSAs. 

(ii)  For  purposes  of  paragraph  (c)(3)(i) 
of  this  section,  non-GSO  MSS  feeder 
link  earth  station  complexes  shall  be 
entitled  to  accommodation  only  if  the 
affected  non-GSO  MSS  licensee 
preapplies  to  the  Commission  for  a 
feeder  link  earth  station  complex  or 
certifies  to  the  Commission  within  sixty 
days  of  receiving  a  copy  of  an  LMDS 
application  that  it  intends  to  file  an 
application  for  a  feeder  link  earth 
station  complex  within  six  months  of 
the  date  of  receipt  of  the  LMDS 
application. 

(iii)  If  said  non-GSO  MSS  licensee 
application  is  filed  later  than  six  months 
after  certification  to  the  Commission, 
the  LMDS  and  non-GSO  MSS  entities 
shall  still  cooperate  fully  and  make 
reasonable  efforts  to  resolve  technical 
problems,  but  the  LMDS  licensee  shall 
not  be  obligated  to  re-engineer  its 
proposal  or  make  changes  to  its  system. 

(4)  LMDS  licensees  or  applicants 
proposing  to  operate  hub  stations  on 
frequencies  in  the  29.1-29.25  GHz  band 
at  locations  outside  of  the  100  largest 
MSAs  or  within  a  distance  of  150 
nautical  miles  from  a  set  of  geographic 
coordinates  specified  imder  paragraph 
(c)(2)  or  (c)(3)(i)  of  this  section  shall 
serve  copies  of  their  applications  on  all 
non-GSO  MSS  applicants,  permitees  or 
licensees  meeting  the  criteria  specified 
in  §  25.257(a).  Non-GSO  MSS  licensees 
or  applicants  shall  serve  copies  of  their 
feeder  link  earth  station  applications, 
after  the  LMDS  auction,  on  any  LMDS 
applicant  or  licensee  within  a  distance 
of  150  nautical  miles  from  the 
geographic  coordinates  that  it  specified 
under  paragraph  (c)(2)  or  (c)(3)(i)  of  this 
section.  Any  necessary  coordination 
shall  commence  upon  notification  by 
the  party  receiving  an  application  to  the 
party  who  filed  the  application.  The 
results  of  any  such  coordination  shall  be 
reported  to  the  Commission  within  sixty 
days.  The  non-GSO  MSS  earth  station 
licensee  .shall  also  provide  all  such 


LMDS  licensees  with  a  copy  of  its 
channel  plan. 

[FR  Doc.  96-21795  Filed  8-27-96;  8:45  am) 
BItUNQ  CODE  e712-01-P 


47CFRPart73 

[MM  Docket  No.  96-86;  RM-8791] 

Radio  Broadcasting  Services;  Castana, 
iA 

agency:  Federal  Communications 
Commission. 

ACTION:  Final  rule. 

SUMMARY:  The  Commission,  at  the 
request  of  Gene  Zortman,  allots  Channel 
298A  to  Castana,  Iowa,  as  the 
commvmity’s  first  local  aural 
transmission  service.  See  61  FR  20789, 
May  8, 1996.  Channel  298A  cem  be 
allotted  to  Castana  in  compliance  with 
the  Commission’s  minimum  distance 
separation  requirements  without  the 
imposition  of  a  site  restriction.  The 
coordinates  for  Chaimel  298A  at  Castana 
are  42-04—24  and  95-54-36.  With  this 
action,  this  proceeding  is  terminated. 
DATES:  Effective  September  30, 1996. 
The  window  period  for  filing 
applications  will  open  on  September  30, 
1996,  and  close  on  October  31, 1996. 

FOR  FURTHER  INFORMATION  CONTACT:  Pam 
Blumenthal,  Mass  Media  Bureau,  (202) 
418-2180. 

SUPPLEMENTARY  INFORMATION:  This  is  a 
synopsis  of  the  Commission’s  Report 
and  Order,  MM  Docket  No.  96-96, 
adopted  August  9, 1996,  and  released 
August  16, 1996.  The  full  text  of  this 
Commission  decision  is  available  for 
inspection  and  copying  during  normal 
business  hours  in  the  FCC  Reference 
Center  (Room  239),  1919  M  Street,  NW., 
Washington,  DC.  'The  complete  text  of 
this  decision  may  also  be  pmchased 
from  the  Commission’s  copy  contractor, 
ITS,  Inc.,  (202)  857-3800,  2100  M 
Street,  NW.,  Suite  140,  Washington,  EKI. 
20037. 

List  of  Subjects  in  47  CFR  Part  73 
Radio  broadcasting. 

Part  73  of  title  47  of  the  Code  of 
Federal  Regulations  is  amended  as 
follows: 

PART  73— [AMENDED] 

1.  The  authority  citation  for  part  73 
continues  to  read  as  follows: 

Authority:  Secs.  303,  48  Stat.,  as  amended, 
1082;  47  U.S.C.  154,  as  amended. 

§73.202  [Amended] 

2.  Section  73.202(b),  the  Table  of  FM 
Allotments  imder  Iowa,  is  amended  by 
adding  Castana,  Channel  298A. 
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Federal  Communications  Commission. 

John  A.  Karousos, 

Chief,  Allocations  Branch,  Policy  and  Rules 
Division,  Mass  Media  Bureau. 

IFR  Doc.  96-21870  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  6712-01-F 


47CFRPart73 

[MM  Docket  No.  96-65;  RM-8773] 

Radio  Broadcasting  Services;  Kiowa, 
KS 

AGENCY:  Federal  Communications 
Commission. 

ACTION:  Final  rule. 

SUMMARY:  The  Commission,  at  the 
request  of  Kiowa  Broadcasters,  allots 
Channel  252C1  to  Kiowa,  Kansas,  as  the 
conummity’s  first  local  aural 
transmission  service.  See  61  FR  14733, 
April  3, 1996.  Channel  252C1  can  be 
allotted  to  Kiowa  in  compliance  with 
the  Commission’s  minimiun  distance 
separation  requirements  without  the 
imposition  of  a  site  restriction.  The 
coordinates  for  Channel  252C1  at  Kiowa 
are  37-01-00  and  98-29-12.  With  this 
action,  this  proceeding  is  terminated. 

DATES:  Effective  September  30, 1996. 

The  window  period  for  filing 
applications  will  open  on  September  30, 
1996,  and  close  on  October  31, 1996. 

FOR  FURTHER  INFORMATION  CONTACT:  Pam 
Blumenthal,  Mass  Media  Bureau,  (202) 
418-2180. 

SUPPLEMENTARY  INFORMATION:  This  is  a 
synopsis  of  the  Commission’s  Report 
and  Order,  MM  Docket  No.  96-65, 
adopted  August  9, 1996,  and  released 
August  16, 1996.  The  full  text  of  this 
Commission  decision  is  available  for 
inspection  and  copying  during  normal 
business  hoiirs  in  the  FCC  Reference 
Center  (Room  239),  1919  M  Street,  NW., 
Washington,  DC.  The  complete  text  of 
this  decision  may  also  be  purchased 
from  the  Commission’s  copy  contractor, 
ITS,  Inc.,  (202)  857-3800,  2100  M 
Street,  NW.,  Suite  140,  Washington,  DC 
20037. 

List  of  Subjects  in  47  CFR  Part  73 

Radio  broadcasting. 

Part  73  of  title  47  of  the  Code  of 
Federal  Regulations  is  amended  as 
follows: 

PART  73— (AMENDED] 

1.  The  authority  citation  for  Part  73 
continues  to  read  as  follows: 

Authority:  Secs.  303, 48  Stat.,  as  amended, 
1082;  47  U.S.C.  154,  as  amended. 


§73.202  [Amended] 

2.  Section  73.202(b),  the  Table  of  FM 
Allotments  imder  Kansas,  is  amended 
by  adding  Kiowa,  Channel  252C1. 
Federal  Communications  Commission. 

John  A.  Karousos, . 

Chief,  Allocations  Branch,  Policy  and  Rules 
Division,  Mass  Media  Bureau. 

(FR  Doc.  96-21867  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  8712-01-r 


47  CFR  Part  73 

[MM  Docket  No.  95-87;  RM-8644] 

Radio  Broadcasting  Services;  Hatfield, 
AR 

AGENCY:  Federal  Communications 
Commission. 

ACTION:  Final  rule. 

SUMMARY:  This  document  allots  FM 
Channel  281C2  to  Hatfield,  Arkansas,  as 
that  community’s  first  local  aural 
transmission  service,  in  response  to  a 
petition  for  rule  making  filed  by  John 
Harle.  See  60  FR  34213,  Jime  30, 1995. 
Coordinates  used  for  Channel  281C2  at 
Hatfield  are  34-31-41  and  94-21-32. 
With  this  action,  the  proceeding  is 
terminated. 

DATES:  Effective  September  30, 1996. 
The  window  period  for  filing 
applications  will  open  on  September  30, 
1996,  and  close  on  October  31, 1996. 

FOR  FURTHER  INFORMATION  CONTACT: 
Nancy  Joyner,  Mass  Media  Bureau,  (202) 
418-2180.  Questions  related  to  the 
window  application  filing  process  for 
Channel  281C2  at  Hatfield,  Arkansas, 
should  be  addressed  to  the  Audio 
Services  Division,(202)  418-2700. 
SUPPLEMENTARY  INFORMATION:  This  is  a 
synopsis  of  the  Commission’s  Report 
and  Order,  MM  Docket  No.  95-87, 
adopted  August  9, 1996,  and  released 
August  16, 1996,  The  full  text  of  this 
Commission  decision  is  available  for 
inspection  and  copying  during  normal 
business  hours  in  the  FCC’s  Reference 
Center  (Room  239),  1919  M  Street,  NW., 
Weishington,  DC.  The  complete  text  of 
this  decision  may  also  be  purchased 
frnm  the  Commission’s  copy 
contractors.  International  Transcription 
Service,  Inc.,  (202)  857-3800,  located  at 
1919  M  Street,  NW.,  Room  246,  or  2100 
M  Street,  NW.,  Suite  140,  Washington, 
DC  20037. 

List  of  Subjects  in  47  CFR  Part  73 
Radio  broadcasting. 

Part  73  of  title  47  of  the  Code  of 
Federal  Regulations  is  amended  as 
follows: 


PART  73— [AMENDED] 

1.  The  authority  citation  for  Part  73 
continues  to  read  as  follows: 

Authority:  Secs.  303, 48  Stat.,  as  amended, 
1082;  47  U.S.C.  154,  as  amended. 

§73.202  [Amended] 

2.  Section  73.202(b),  the  Table  of  FM 
Allotments  imder  Arkansas,  is  amended 
by  adding  Hatfield,  Channel  281C2. 
Federal  Communications  Commission. 

John  A.  Karousos, 

Chief,  Allocations  Branch,  Policy  and  Rules 
Division,  Mass  Media  Bureau. 

IFR  Doc.  96-21868  Filed  8-27-96;  8:45  am) 
BILLING  CODE  S712-01-F 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  622 

[Docket  No.  950725189-5260-02;  I  D. 
082096G] 

Fisheries  of  the  Caribbean,  Gulf  of 
Mexico,  and  South  Atlantic;  Coastal 
Migratory  Pelagic  Resources  of  the 
Gulf  of  Mexico  and  South  Atlantic; 
Closure 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Closure. 

SUMMARY:  NMFS  closes  the  commercial 
fishery  for  king  mackerel  in  the 
exclusive  economic  zone  (EEZ)  in  the 
western  zone  of  the  Gulf  of  Mexico.  This 
closure  is  necessary  to  protect  the 
overfished  Gulf  king  mackerel  resource. 
EFFECTIVE  DATE:  The  closure  is  effective 
12:01  a.m.,  August  26, 1996.  through 
June  30, 1997. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mark  Godcharles,  813-570-5306. 
SUPPLEMENTARY  INFORMATION:  The 
fishery  for  coastal  migratory  pelagic  fish 
(king  mackerel,  Spanish  mackerel,  cero, 
cobia,  little  tunny,  dolphin,  and,  in  the 
Gulf  of  Mexico  only,  bluefish)  is 
managed  under  the  Fishery 
Management  Plan  for  the  Coastal 
Migratory  Pelagic  Resources  of  the  Gulf 
of  Mexico  and  South  Atlantic  (FMP). 

The  FMP  was  prepared  by  the  Gulf  of 
Mexico  and  South  Atlantic  Fishery 
Management  Councils  (Councils)  emd  is 
implemented  by  regulations  at  50  CFR 
part  622  under  the  authority  of  the 
Magnuson  Fishery  Conservation  and 
Management  Act. 

Cat^  limits  recommended  by  the 
Councils  and  implemented  by  NMFS  for 
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the  Gulf  of  Mexico  migratory  group  of 
king  mackerel  set  the  annual 
commercial  quota  at  0.77  million  lb 
(0.35  million  kg)  for  the  western  zone. 

Under  50  CFR  622.43(a),  NMFS  fc 
required  to  close  any  segment  of  the 
king  mackerel  commercial  fishery  when 
its  quota  has  been  reached,  or  is 
projected  to  be  reached,  by  filing  a 
notification  to  that  effect  with  the  Office 
of  the  Federal  Register.  NMFS  has 
determined  that  the  commercial  quota 
of  0.77  million  lb  (0.35  million  kg)  for 
the  western  zone  of  the  Gulf  migratory 
group  of  king  mackerel  was  reached  on 
August  25, 1996.  Hence,  the  commercial 
fishery  for  Gulf  group  king  mackerel 
firom  the  western  zone  is  closed  effective 
12:01  a.m.,  local  time,  August  26, 1996, 
through  June  30, 1997,  the  end  of  the 
fishing  year.  The  boimdary  between  the 
eastern  and  western  zones  is  87®31’06” 
W.  long.,  which  is  a  line  directly  south 
fi'om  the  Alabama/Florida  boundary. 

Except  for  a  person  aboard  a  charter 
vessel  or  headboat,  during  the  closure, 
a  person  aboard  a  vessel  for  which  a 
commercial  permit  for  king  and  Spanish 
mackerel  has  been  issued  may  not  fish 
for  king  mackerel  in  the  EEZ  in  the 
western  zone  and  may  not  retain  king 
mackerel  in  or  firom  the  western  zone 
EEZ.  A  person  aboard  a  charter  vessel  or 
headboat  may  continue  to  retain  king 
mackerel  in  or  from  the  western  zone 
EEZ  under  the  bag  and  possession  limits 
set  forth  in  §  622.39(c)(1)  and  (2), 
provided  the  vessel  is  operating  as  a 
charter  vessel  or  headboat  and  the 
vessel  has  an  annual  charter  vessel/ 
headboat  permit,  as  specified  in 
§  622.4(a)(1).  A  charter  vessel  or 
headboat  that  also  has  a  commercial 
permit  is  considered  to  be  operating  as 
a  charter  vessel  or  headboat  when  it 
carries  a  passenger  who  pays  a  fee  or 
when  there  are  more  than  three  persons 
aboard,  including  operator  and  crew. 

During  the  closure,  king  mackerel 
from  the  western  zone  taken  in  the  EEZ, 
including  those  harvested  imder  the  bag 
and  possession  limits,  may  not  be 
purchased,  bartered,  traded,  or  sold. 
This  prohibition  does  not  apply  to  trade 
in  king  mackerel  from  the  western  zone 
that  were  harvested,  landed  ashore,  and 
bartered,  traded,  or  sold  prior  to  the 
effective  date  of  the  closure  and  were 
held  in  cold  storage  by  a  dealer  or 
processor. 

Classification 

This  action  is  taken  mider  50  CFR 
622.43(a)  and  is  exempt  from  review 
imder  E.0. 12866. 

Authority:  16  U.S.C.  1801  et  seq. 


Dated:  August  23, 1996. 

Richard  H.  Schaefer, 

Director,  Office  of  Fisheries  Conservation  and 
Management,  National  Marine  Fisheries 
Service. 

(FR  Doc.  96-22000  Filed  8-23-96;  3:21  pm] 
BILLING  CODE  3510-22-f 


50  CFR  Part  660 

[Docket  No.  951227306-6306-01;  I.D. 
081296C1 

Fisheries  Off  West  Coast  States  and  in 
the  Western  Pacific;  Pacific  Coast 
Groundfish  Fishery;  Nontrawi 
Sabiefish  Reguiar  Season 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  End  of  nontrawl  sabiefish 
regular  season. 

SUMMARY:  NMFS  announces  that  the 
regultu  season  for  the  nontrawl  sabiefish 
limited  entry  fishery  will  end  at  12  noon 
local  time  (l.t.),  September  6, 1996.  This 
action  is  intended  to  provide  advance 
notice  of  the  duration  of  the  nontrawl 
sabiefish  regular  season. 

OATES:  The  closing  date  of  the  nontrawl 
sabiefish  regular  season  and  the 
reimposition  of  the  daily  trip  limits  are 
effective  at  12  noon  l.t.,  September  6, 
1996,  until  the  effective  date  of  the  1997 
annual  specifications  and  management 
measures  for  the  Pacific  Coast 
Groundfish  Fishery,  which  will  be 
published  in  the  Federal  Register. 
Comments  will  be  accepted  until 
September  11, 1996. 

ADDRESSES:  Comments  on  these  actions 
should  be  sent  to  Mr.  William  Stelle,  Jr., 
Director,  Northwest  Region,  National 
Marine  Fisheries  Service,  7600  Sand 
Point  Way  NE.,  Seattle,  WA  98115- 
0070;  or  Ms.  Hilda  Diaz-Soltero, 
Director,  Southwest  Region,  National 
Marine  Fisheries  Service,  501  West 
Ocean  Blvd.,  Suite  4200,  Long  Beach, 
CA  90802-4213.  Information  relevant  to 
these  actions  has  been  compiled  in 
aggregate  form  and  is  available  for 
public  review  diuing  business  hours  at 
the  office  of  the  Director,  Northwest 
Region,  NMFS. 

FOR  FURTHER  INFORMATION  CONTACT: 
William  L.  Robinson  206-526-6140;  or 
Rodney  R.  Mclnnis  310-980—4040. 
SUPPLEMENTARY  INFORMATION:  These 
actions  are  authorized  by  the  Pacific 
Coast  Groundfish  Fishery  Management 
Plan,  which  governs  the  harvest  of 
groimdfish  in  the  U.S.  exclusive 
economic  zone  off  the  coasts  of 
Washington,  Oregon,  and  California. 


The  "regular  season”  for  the  limited 
entry  nontrawl  sabiefish  fishery  begins 
at  1201  hours  l.t.  on  September  1, 1996, 
and  ends  when  70  percent  (1,928  mt)  of 
the  2,754-mt  nontrawl  allocation  is 
projected  to  be  taken.  (The  remainder  of 
the  allocation  is  to  be  taken  in  a  mop- 
up  fishery  about  3  weeks  later,  if 
sufficient  amounts  remain.)  The 
regulations  at  50  CFR  660.323(a)(2)(ii) 
state  that  the  end  of  the  regular  season 
may  be  announced  in  the  Federal 
Register  either  before  or  during  the 
regular  season.  NMFS  is  annoimcing  the 
closure  date  in  advance  of  the  regular 
season  in  1996,  because,  as  in  1995, 
effort  is  expected  to  be  so  intense  that 
there  will  be  inadequate  time  to  monitor 
landings  and  make  a  projection  during 
the  season.  An  early  announcement 
enables  fishers  to  plan  more  carefully 
and  to  decide  whether  to  participate. 

NMFS  consulted  with  the  Pacific 
Fishery  Management  Council  (Coimcil) 
and  its  Groundfish  Management  Team 
(Team)  at  the  April  1996  Council 
meeting.  At  that  meeting,  the  best 
available  estimates  of  expected  catch 
and  effort  indicated  that  70  percent  of 
the  nontrawl  allocation  would  be  taken 
in  about  5  days.  The  Council 
recommended  a  season  length  of  5  days, 
unless  new  information  became 
available  before  its  July  1996  meeting.  A 
review  of  1996  and  historical  landings 
data  at  the  Jime  Team  meeting 
confirmed  the  5-day  projection.  Because 
no  new  information  was  presented  to 
the  Council  at  its  July  1996  meeting,  its 
April  1996  recommendation  remained 
in  effect.  The  Director,  Northwest 
Region  concurs  with  the  Council’s 
recommendation,  which  is  based  on 
current  and  past  landings  data,  and  has 
determined  that  the  regular  season, 
which  starts  at  1201  hours  on 
September  1, 1996,  will  end  just  5  days 
later,  at  12  noon  l.t.,  September  6, 1996, 
Commencing  at  12  noon  l.t.,  September 
6, 1996,  the  following  daily  trip  limits 
for  nontrawl  sabiefish  will  resume:  300 
lb  (136  kg)  per  day  north  of  36®  N.  lat., 
and  350  lb  (159  kg)  per  day  south  of  36® 
N.  lat.  (Daily  trip  limits  apply  to 
calendar  days.  Therefore,  on  September 
6, 1996,  a  daily  trip  limit  may  be  landed 
between  12  noon  and  12  midnight  l.t.  At 
0001  hours  l.t.  on  September  7, 1996, 
daily  trip  limits  will  apply  to  the  full  24 
hours.)  A  vessel  must  begin  landing  its 
catch  before  12  noon  l.t.,  September  6, 
1996,  and  complete  the  offloading 
before  returning  to  sea  or  continuing  a 
trip  at  sea,  or  the  daily  trip  limit  will 
apply  to  the  fish  remaining  on  board 
after  12  noon  l.t.  on  September  6, 1996. 
One  exception  applies:  A  vessel  landing 
sabiefish  in  Puget  Sound.  WA,  that  was 
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taken  under  a  limited  entry  permit  with 
nontrawl  gear  diiring  the  regular  season 
is  not  subject  to  the  daily  trip  limit  for 
that  trip  if  the  landing  complies  with 
Washington  State  regulations  governing 
such  sablefish  landings  (50  CFR 
660.323(a)(2)(iv)).  However,  the  regular 
season  trip  limit  for  sablefish  smaller 
than  22  inches  (56  cm)  still  applies. 

Further  information  regarding  the 
nontrawl  sablefish  fishery  and  the 
closure  before  the  start  of  the  regular 
season  are  contained  in  the  proposed 
and  final  rules  for  that  action  at  60  FR 
11062  (March  1, 1995)  and  60  FR  34472 
(July  3, 1995),  respectively,  which  are 
foimd  in  the  Federal  regulations  at  50 
CFR  660.323(a)(2). 

NMFS  Actions 

NMFS  announces  the  following 
changes  to  the  1996  fishery 
specifications  and  management 


measures  published  at  61  FR  279, 
Jemuary  4, 1996,  as  modified: 

Paragraph  IV.E.(3)(c)  introductory  text 
is  revised  to  read  as  follows: 

IV.  *  *  * 

E.  *  *  * 

(3)  *  *  * 

(c)  Nontmwl  trip  and  size  limits.  The 
daily  trip  limits  in  paragraphs  (i)  and  (ii) 
below,  which  apply  to  sablefish  of  any 
size,  are  in  efiect  imtil  12  noon,  August 
29, 1996,  at  which  time  all  fixed  gear 
used  to  take  and  retain  groimdfish  must 
be  removed  from  EEZ  waters  according 
to  the  regulations  at  50  CFR 
660.323(a)(2).  These  same  daily  trip 
limits  will  be  reimposed  at  12  noon, 
September  6, 1996,  the  end  of  the 
regular  season. 

Classification 

The  determination  to  take  this  action 
is  ba^ed  on  the  most  recent  data 
available.  The  aggregate  data  upon 
which  the  determination  is  based  are 


available  for  public  inspection  at  the 
office  of  the  Director,  Northwest  Region, 
NMFS  (see  ADDRESSES)  during  business 
hours.  Because  of  the  need  for 
immediate  action,  and  because  the 
public  had  an  opporiunity  to  comment 
on  these  actions  at  the  Council  meeting, 
NMFS  has  determined  that  good  cause 
exists  for  this  action  to  be  published 
without  affording  a  prior  opportunity 
for  public  comment  or  a  30-day  delayed 
effectiveness  period.  This  action  is 
taken  under  the  authority  of  50  CFR 
660.323(a)(2)(ii)  and  (b)(l)(i)(E),  and  is 
exempt  from  review  imder  E.0. 12866. 

Authority:  16  U.S.C.  1801  et  seq. 

Dated:  August  22, 1996. 

Richard  H.  Schaefer, 

Director,  Office  of  Fisheries  Conservation  and 
Management,  National  Marine  Fisheries 
Service. 

(FR  Doc.  96-21874  Filed  8-27-96;  8:45  am) 
BILUNO  CODE  3S10-22-F 
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This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  making  prior  to  the  adoption  of  the  final 
rules. 


GENERAL  ACCOUNTING  OFFICE 
4CFRPart2 

Prohibited  Personnel  Practices 

AGENCY:  General  Accounting  Office. 
ACTION:  Proposed  rule. 

SUMMARY:  This  rule  revises  the 
provision  concerning  prohibited 
personnel  practices  against  an  applicant 
or  employee  with  a  disability,  by 
eliminating  the  reference  to  the 
RehabiUtation  Act  and  replacing  it  with 
the  Americans  with  Disabilities  Act 
(ADA),  to  clarify  that  GAO’s  legal 
responsibilities  to  the  disabled  derive 
firom  the  ADA  rather  than  the 
Rehabilitation  Act. 

OATES:  Comments  must  be  submitted  on 
or  before  September  27, 1996. 

ADDRESSES:  Comments  may  bo  mailed  to 
the  U.S.  General  Accounting  Office, 
Office  of  General  Counsel,  Legal 
Services  Division,  Room  7861,  441  G 
Street,  NW.,  Washington,  DC  20548. 

FOR  FURTHER  INFORMATION  CONTACT: 
Barbara  J.  Simball,  Senior  Attorney, 
(202) 512-8404. 

SUPPLEMENTARY  INFORMATION:  A  review 
■  of  GAO’s  Personnel  System  regulations 
has  shown  that  the  current  version  of  4 
CFR  2.5(a)(4)  should  be  revised.  In 
prohibiting  certain  personnel  actions 
against  persons  with  disabilities,  4  CFR 
2.5(a)(4)  implies  that  GAO  is  covered  by 
section  501  of  the  Rehabilitation  Act  of 
1973  (29  U.S.C.  791).  As  a  legislative 
branch  agency,  GAO  is  not  covered  by 
the  Rehabilitation  Act  of  1973,  but 
rather  by  the  ADA.  The  ADA  prohibits 
discrimination  against  persons  with 
disabihties.  4  CFR  2.5  is  being  amended 
to  reflect  GAO’s  coverage  by  the  ADA. 

List  of  Subjects  in  4  CFR  Part  2 

Civil  rights.  Nondiscrimination, 
Employment,  Handicapped. 

For  the  reasons  set  out  in  the 
preamble,  part  2  of  title  4,  chapter  I, 
subchapter  A  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 


PART  2— [AMENDED] 

1.  The  authority  citation  to  part  2 
continues  to  read  as  follows: 

Authority:  31  U.S.C.  732. 

2.  Section  2.5  is  amended  by  revising 
paragraph  (a)(4)  to  read  as  follows: 

§2.5  Prohibited  pereonnel  practices. 

*  *  *  *  * 

(a)  *  *  * 

(4)  On  the  basis  of  disability  as 
prohibited  under  section  509(c)  of  the 
Americems  with  Disabilities  Act  of  1990 
(42  U.S.C.  12209(c));  or 
***** 

Robert  P.  Murphy, 

General  Counsel. 

[FR  Doc.  96-21434  Filed  8-27-96;  8:45  am] 
BILUNG  CODE  1610-01-P 


4  CFR  Part  7 

Personnel  Relations  and  Services 

AGENCY:  General  Accounting  Office. 
ACTION:  Proposed  rule. 

SUMMARY:  This  rule  revises  the 
provision  concerning  GAO’s  prohibition 
of  discrimination  against  employees  or 
applicants  with  disabilities  by 
eliminating  the  reference  to  the 
Rehabilitation  Act  and  replacing  it  with 
the  Americans  with  Disabilities  Act 
(ADA),  to  clarify  that  GAO’s  legal 
responsibilities  to  the  disabled  derive 
from  the  Americans  with  Disabilities 
Act  rather  than  the  Rehabilitation  Act. 
DATES:  Comments  must  be  submitted  on 
or  before  30  days  from  September  27, 
1996. 

ADDRESSES:  Comments  may  be  mailed  to 
the  U.S.  General  Accounting  Office, 
Office  of  General  Coimsel,  Legal 
Services  Division,  Room  7861,  441  G 
Street,  NW.,  Washington,  DC.  20548. 

FOR  FURTHER  INFORMATION  CONTACT: 
Barbara  J.  Simball,  Senior  Attorney, 

,  (202)  512-8404. 

SUPPLEMENTARY  INFORMATION:  A  review 
of  GAO’s  Personnel  Relations 
regulations  has  shown  that  the  current 
version  of  4  CFR  7.2(c)(4)  should  be 
revised.  In  setting  forth  GAO’s  equal 
employment  opportimity  commitments, 
4  CFR  7.2(c)(4)  implies  iat  GAO  is 
covered  by  sections  501  and  505  of  the 
RehabiUtation  Act  of  1973  (29  U.S.C. 
791,  794a).  As  a  legislative  branch 
agency,  GAO  is  not  covered  by  the 
RehabiUtation  Act  of  1973,  but  rather  by 


the  ADA,  which  prohibits 
discrimination  against  persons  with 
disabiUties.  4  CFR  7.2  is  being  amended 
to  reflect  GAO’s  coverage  by  the  ADA. 

List  of  Subjects  in  4  CFR  Part  7 

Civil  rights.  Nondiscrimination, 
Employment,  Handicapped. 

For  the  reasons  set  out  in  the 
preamble,  part  7  of  title  4,  chapter  I, 
subchapter  A  of  the  Code  of  Federal 
Regulations  is  amended  as  follows: 

PART  7— [AMENDED] 

1.  The  authority  citation  to  part  7 
continues  to  read  as  follows: 

Authority:  31  U.S.C.  732. 

2.  Section  7.2  is  amended  by  revising 
paragraph  (c)(4)  to  read  as  follows: 

§  7.2  Equal  employment  opportunity. 
***** 

(c)  *** 

(4)  By  section  509(c)  of  the  Americans 
with  DisabiUties  Act  of  1990  (42  U.S.C. 
12209(c));  or 

***** 

Robert  P.  Murphy, 

General  Counsel. 

[FR  Doc.  96-21435  Filed  8-27-96;  8:45  am] 
BILUNO  CODE  161O-0t-P 


DEPARTMENT  OF  AGRICULTURE 
Agricultural  Marketing  Service 

7  CFR  Part  905 
[Docket  No.  FV-96-e05-2PR] 

Oranges,  Grapefruit,  Tangerines,  and 
Tangelos  Grown  In  Florida; 

Procedures  to  Limit  the  Volume  of 
Small  Florida  Red  Seedless  Grapefruit 
and  Notice  of  Request  for  Extension 
and  Revision  of  a  Currently  Approved 
Information  Collection 

AGENCY:  Agricultural  Marketing  Service, 
USDA. 

ACTION:  Proposed  rule. 

SUMMARY:  This  proposal  invites 
comments  on  the  addition  of  a  section 
to  the  rules  and  regulations  currently 
prescribed  imder  Lhe  marketing  order 
for  oranges,  grapefruit,  tangerines,  and 
tangelos  grown  in  Florida.  This  action 
also  annoimces  the  Agricultmal 
Marketing  Service’s  (AMS)  intention  to 
request  an  extension  for  and  revision  to 
the  currently  approved  information 
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collection  requirements  issued  under 
the  mariceting  order.  The  mariceting 
order  is  administered  locally  by  the 
Qtrus  Administrative  Committee 
(committee).  This  rule  would  estabUsh 
procediires  for  limiting  the  volume  of 
small  red  seedless  grapehuit  entering 
the  fresh  market  during  the  first  11 
weeks  of  each  season.  The  committee 
believes  these  procedures  covild  be 
\ised,  when  necessary,  to  help  stabilize 
the  market  and  improve  grower  returns. 
DATES:  Comments  must  be  received  by 
September  27, 1996.  Pursuant  to  the 
Paperwork  Reduction  Act,  comments  on 
the  information  collection  burden  must 
be  received  by  October  28, 1996. 
ADDRESSES:  Interested  persons  are 
invited  to  submit  written  comments  ' 
concerning  this  proposal.  Comments 
must  be  sent  in  triplicate  to  the  Docket 
Clerk,  Fruit  and  Vegetable  Divisicm, 
AMS,  USDA,  room  2525-S,  P.O.  Box 
96456,  Washington,  D.C.  20090-6456, 
Fax  #  (202)  720-5698.  All  comments 
should  reference  the  docket  number  and 
the  date  and  page  munber  of  this  issue 
of  the  Federal  Register  and  will  be 
made  available  for  public  inspection  in 
the  Office  of  the  Docket  Clerk  during 
regular  business  hours.  Small 
businesses  may  request  information  on 
compliance  with  tUs  regulation  by 
contacting:  Jay  Guerber,  Marketing 
Order  Administration  Branch,  Fruit  and 
Vegetable  Division,  AMS,  USDA,  P.O. 
Box  96456,  room  2523— S,  Washington, 
DC  20090-6456;  telephone  (202)  720- 
2491,  Fax  #  (202)  720-5698. 

FOR  FURTHER  INFORMATION  CONTACT: 
William  G.  Pimental,  Southeast 
Marketing  Field  Office,  AMS,  USDA, 
P.O.  Box  2276,  Winter  Haven,  Florida 
33883-2276;  telephone:  (941)  299-^770, 
Fax  #  (941)  299-5169;  or  Caroline 
Thorpe,  Marketing  Order 
Administration  Branch,  Fruit  and 
Vegetable  Division,  AMS,  USDA,  P.O. 
Box  96456,  Room  2522-S,  Washington, 
D.C.  20090-6456;  telephone:  (202)  720- 
8139,  Fax  « (202)  720-5698. 
SUPPLEMENTARY  INFORMATION:  This 
proposal  is  issued  under  Marketing 
Agreement  and  Marketing  Order  No. 

905  (7  CFR  Part  905),  as  amended, 
regulating  the  handling  of  oranges, 
grapefiruit,  tangerines,  and  tangelos 
grown  in  Florida,  hereinafter  referred  to 
as  the  “order.”  This  order  is  effective 
under  the  Agricultural  Marketing 
Agreement  Act  of  1937,  as  amended  (7 
U.S.C.  601-674),  hereinafter  referred  to 
as  the  “Act.” 

The  Department  of  Agricrilture 
(Department)  is  issuing  this  rule  in 
conformance  with  Executive  Order 
12866. 

This  proposal  has  been  reviewed 
under  ^ecutive  Order  12988,  Civil 


Justice  Reform.  This  rule  is  not  intended 
to  have  retroactive  effect.  This  proposal 
will  not  preempt  any  State  or  local  laws, 
regulations,  or  policies,  unless  they 
present  an  irreconcilable  conflict  with 
this  rule. 

The  Act  provides  that  administrative 
proceedings  must  be  exhausted  before 
parties  may  file  siiit  in  court.  Under 
section  608c(15)(A)  of  the  Act,  any 
handler  subject  to  an  order  may  file 
with  the  Sectary  a  petition  stating  that 
the  order,  any  provision  of  the  order,  or 
any  obligation  imposed  in  connection . 
with  the  order  is  not  in  accordance  with 
law  and  request  a  modification  of  the 
order  or  to  be  exempted  therefirom.  A 
handler  is  afforded  the  opportunity  for 
a  hearing  on  the  petition.  After  the 
hearing.the  Secretary  would  rule  on  the 
petition.  The  Act  provides  that  the 
district  court  of  tlm  United  States  in  any 
district  in  which  the  handler  is  an 
inhabitant,  or  has  his  or  her  principal 
place  of  business,  has  jurisdiction  to 
review  the  Secretary’s  ruling  on  the 
petition,  provided  an  action  is  filed  not 
later  than  20  days  after  date  of  the  entry 
of  the  ruling. 

Pursuant  to  reqijurements  set  forth  in 
the  Regvdatory  Flexibility  Act  (RFA),  the 
Agricultvnal  Marketing  ^rvice  (AMS) 
has  considered  the  economic  impact  of 
this  action  on  small  entities. 

The  purpose  of  the  RFA  is  to  fit 
regulatory  actions  to  the  scale  of 
business  subject  to  such  actions  in  order 
that  small  businesses  will  not  be  imduly 
or  disproportionately  biudened. 
Marketing  orders  issued  pursuant  to  the 
Act,  and  rules  issued  thereunder,  are 
unique  in  that  they  are  brought  about 
through  group  action  of  essentially 
small  entities  acting  on  their  own 
behalf.  'Thus,  both  statutes  have  small 
entity  orientation  and  compatibility. 

There  are  approximately  100  handlers 
subject  to  regulation  imder  the  order 
and  approximately  11,000  producers  of 
citrus  in  the  regulated  area.  Small 
agricultural  service  firms,  which 
includes  handlers,  have  been  defined  by 
the  Small  Business  Administration  (13 
CFR  121.601)  as  those  having  annual 
receipts  of  less  than  $5,000,000,  and 
small  agricultural  producers  are  defined 
as  those  having  annual  receipts  of  less 
than  $500,000.  The  majority  of  handlers 
and  producers  of  citrus  grown  in  Florida 
m^  be  classified  as  sm^l  entities. 

'This  proposed  rule  would  add 
procedures  to  the  rules  and  regulations 
itself.  It  would  not  establish  any  volume 
regulation.  Any  implementation  of  these 
procedures  concerning  regulation  would 
require  further  committee  action  and 
additional  public  rulemaking  by  the 
Department. 

However,  if  the  procedures  in  this 
proposal  were  used  and  volume 


regulations  established,  all  growers  and 
handlers  would  be  impacted  equitably. 
Before  any  implementation  would 
occur,  the  committee  would  meet  and 
consider  any  and  all  economic  data 
available.  The  goal  of  this  proposal  is  to 
provide  an  additional  tool,  if  needed,  to 
help  stabilize  the  price  of  red  grapefinit. 
In  ^e  past  three  seasons,  during  the 
period  which  would  be  covered  by  this 
proposed  rule,  prices  of  red  seedless 
grapefruit  have  fallen  from  an  average 
f.o.b.  of  $7.80  per  box  to  an  average 
f.o.b.  of  $5.50  per  box.  On  tree  prices  for 
fiush  red  seedless  grapefruit  have 
declined  steadily  ^m  $9.60  per  box 
during  the  1989-90  season,  to  $3.45  per 
box  diuing  the  1994-95  season.  In  many 
cases,  prices  during  the  past  two~ 
seasons  have  provided  returns  less  than 
production  costs.  This  price  reduction  is 
forcing  many  small  producers  out  of 
business.  A  stabilize  price  that  returns 
a  fair  market  value  would  be  beneficial 
to  both  small  and  large  producers  and 
handlers. 

Based  on  this  information,  the  AMS 
has  determined  that  this  action  would 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  Interested  persons  are  invited 
to  submit  information  on  the  regulatory 
and  informational  impacts  of  this  action 
on  small  businesses. 

The  order  provides  for  the 
establishment  of  grade  and  size 
requirements  for  Florida  citrus.  These 
grade  and  size  requirements  are 
designed  to  provide  fresh  markets  with 
citrus  firiit  of  acceptable  quality  md 
size,  thereby  maintaining  consumer 
confidence  for  fresh  Florida  citrus.  This 
helps  create  buyer  confidence  and 
contributes  to  stable  marketing 
conditions.  This  is  in  the  interest  of 
producers,  handlers,  and  consiuners, 
and  is  designed  to  increase  returns  to 
Florida  citrus  producers.  The  current 
minimum  grade  standard  for  red 
seedless  grapefruit  is  U.S.  No.  1,  and  the 
minimum  size  requirement  is  size  56  (at 
least  3Vie  inches  in  diameter). 

This  proposal  invites  comments  on 
the  addition  of  a  section  to  the  rules  and 
regulations  under  the  order.  This  rule 
would  establish  procedures  for  limiting 
the  volume  of  small  red  seedless 
grapefiuit  entering  the  firesh  market 
during  the  first  11  weeks  of  each  season. 
The  red  seedless  grapefruit  season  runs 
firom  mid-September  to  May.  This  rule 
would  provide  an  addition^  tool  under 
the  order  to  help  stabilize  the  market 
and  improve  returns  to  growers.  These 
changes  were  recommended  by  the 
committee  at  its  meeting  on  May  24, 
1996,  by  a  10  to  4  vote. 

Section  905.52  of  the  Florida  citrus 
marketing  order  provides  authority  to 
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limit  shipments  of  any  grade  or  size,  or 
both,  of  any  variety  of  Florida  citrus. 

Such  limitations  may  restrict  the 
shipment  of  a  portion  of  a  specified 
grade  or  size  of  a  variety.  Under  such  a 
limitation,  the  quantity  of  such  grade  or 
size  that  may  be  shipped  by  a  handler 
during  a  particular  week  shall  be 
established  as  a  percentage  of  the  total 
shipments  of  such  variety  by  such 
handler  in  a  prior  period,  established  by 
the  committee  and  approved  by  the 
Secretary,  in  which  die  handler  shipped 
such  variety.  This  proposed  rule  would 
add  §  905.153  to  the  ixdes  and 
regulations  to  establish  a  specified  prior 
period  and  other  procedures  necessary 
to  limit  the  volume  of  small  red  seedless 
grapefiuit,  sizes  48  and  56,  entering  the 
fiesb  market  during  the  first  11  weeks 
of  the  season. 

Currendy,  there  are  no  limitadons  on 
the  amoimt  of  size  48  and  size  56  red 
seedless  grape&uit  that  can  be  shipped 
to  market,  lliis  rule  in  itself  would  not 
limit  shipments,  but  would  oudine 
procedures  to  do  so  if  needed. 
Implementation  of  these  procedures  to 
limit  shipments  would  require  further 
rulemaking. 

The  committee  recommended  this 
rule  to  address  problems  currently 
facing  the  industry.  For  the  past  few 
seasons,  returns  on  red  seedless 
grapefruit  have  been  at  all  time  lows, 
often  not  returning  the  cost  of 
production.  Fifty-nine  percent  of  red 
seedless  grapefruit  is  shipped  to  frnsh 
market  channels.  There  is  a  processing 
oudet  for  grapefruit  not  sold  into  the 
fresh  market.  The  vast  majority  of 
processing  is  squeezing  the  grapefruit 
for  juice.  Because  of  the  properties  of 
the  juice  of  red  seedless  grapefruit, 
including  problems  with  color,  the 
processing  outlet  is  limited,  and  not 
currently  profitable. 

Several  areas  of  new  plantings  in  the 
southern  growing  region  are  just 
beginning  to  bear  fruit.  Young  trees 
normally  produce  mostly  smdl  fruit 
when  they  first  come  into  production. 
Florida  producers  and  handlers  realize 
that  these  new  acres  will  add  to  the 
abundance  of  small  sizes  of  red  seedless 
grapefruit. 

The  conunittee  believes  that  to 
stabilize  the  market  and  improve  returns 
to  producers,  demand  for  fresh  red 
sexless  grapefruit  must  be  stabilized 
and  increased.  One  problem 
contributing  to  the  ciirrent  state  of  the 
market  is  the  excessive  niunber  of  small 
sized  grapefruit  shipped  early  in  the 
marketing  season.  While  there  is  a 
market  for  early  grapefruit,  the  shipment 
of  large  quantities  of  small  red  seedless 
grapefixiit  in  a  short  period  oversupplies 
the  fiush  market  for  ^ese  sizes  and 


negatively  impacts  the  mmket  for  all 
sizes. 

The  committee  believes  that  the 
overshipment  of  smaller  sized  red 
seedless  grapefruit  ecu'ly  in  the  season 
has  contributed  to  below  piroduction 
cost  returns  for  producers.  Based  on 
statistical  information  from  past 
seasons,  there  is  an  indication  that  once 
shipments  of  sizes  48  and  56  reach 
levels  above  250,000  cartons  a  week, 
prices  decline  on  those  and  most  other 
sizes  of  red  seedless  grapefruit.  Thus, 
even  though  later  in  &e  season  the  crop 
has  sized  to  naturally  limit  the  amount 
of  smaller  sizes  available  for  shipment, 
the  price  structiire  in  the  market  has 
already  been  negatively  affected. 

For  the  majority  of  the  season,  larger 
sizes  return  letter  prices  than  smaller 
sizes.  If  these  small  grapefruit  were 
allowed  to  remain  on  the  tree  to 
increase  in  size  and  maturity,  they 
could  provide  greater  returns  to 
producers.  Delaying  the  harvest  of  small 
sizes  may  also  extend  the  season, 
thereby  increasing  the  total  volume  of 
fresh  shipments  and  improving 
producer  returns.  Without  voliune 
regulation,  the  industry  has  been  imahle 
to  limit  the  shipments  of  small  sizes. 
The  committee  believes  that  if 
shipments  of  small  sizes  could  be 
maintained  at  around  250,000  cartons  a 
week,  prices  should  stabilize  and 
demand  for  larger,  more  profitable  sizes 
should  increase. 

Similar  procedures  to  those 
considered  in  this  rule  are  already  in 
place  for  Dancy  tangerines  under 
§  905.152.  While  the  committee  has  not 
utilized  these  procedvures  for  several 
years,  they  were  successfully 
implemented  for  several  seasons. 

Under  the  proposed  procedures,  the 
authority  to  limit  the  sUpment  of  sizes 
48  and  56  red  seedless  grapefruit  would 
only  be  available  for  the  11-week  period 
from  the  third  Monday  in  September 
(week  #1)  through  the  first  Sunday  in 
December  (week  #11),  hereinafter  called 
the  regulatory  period.  The  committee 
reconunended  these  weeks  for 
regulation  because  the  majority  of  small 
sizes  are  shipped  diuing  this  period.  By 
the  end  of  the  regulatory  period,  fruit 
has  begim  to  size  naturally,  and  there 
are  fewer  small  sizes  available. 

The  committee  may  recommend  that 
only  a  certain  percentage  of  size  48 
(S^e  minimum  diameter  in  inches)  and 
size  56  (3Vi6  minimmn  diameter  in 
inches)  red  seedless  grapefruit  be  made 
available  for  shipment  into  fresh  market 
channels  for  any  week  or  weeks  diuing 
the  regulatoiy  period.  Should  the 
committee  decide  to  recommend  the 
limitation  of  shipments  of  sizes  48  and 
56  red  seedless  grapefruit,  they  would 


meet  and  recommend  to  the  Secretary  a 
percentage  on  which  to  base  the  amount 
of  sizes  48  and  56  that  could  be  shipped 
dining  a  particular  week  or  weeks 
during  the  regulatory  period.  The 
committee  realizes  that  markets  for 
these  sizes  do  exist.  Therefore,  the 
percentage  set  could  not  be  less  than  25 
percent  of  the  calculated  shipment  base. 
These  procedures  are  designed  not  to 
eliminate  shipments  of  sizes  48  and  56, 
but  to  keep  them  from  saturating  the 
entire  market. 

Section  905.52  provides  that 
whenever  any  si2»  limitation  restricts 
the  shipment  of  a  portion  of  a  specified 
size,  the  quantity  of  such  size  that  may 
be  shipped  by  a  handler  during  a 
particular  week  shall  be  established  as 
a  percentage  of  the  total  shipments  of 
such  variety  by  such  handler  in  such 
prior  period  as  established  by  the 
committee  and  approved  by  the 
Secretary. 

This  proposed  rule  would  establish 
the  prior  period  as  an  average  week 
within  the  immediately  preceding’five 
seasons.  An  average  week  would  be 
calculated  as  follows.  The  total  red 
seedless  grapefruit  shipments  by  a 
handler  diuing  the  33-week  period 
beginning  the  third  Monday  in 
September  and  ending  the  first  Sunday 
in  May  during  the  past  five  seasons 
would  be  added  and  divided  by  five  to 
establish  an  average  season.  This 
average  season  would  then  be  divided 
by  the  33  weeks  in  a  season  to  derive 
the  average  week.  This  week  would  be 
the  basis  for  each  shipper  for  each  of  the 
11  weeks  contained  in  the  regulation 
period. 

To  illustrate,  suppose  Handler  A 
shipped  a  total  of  50,000  cartons,  65,000 
cartons,  45,000  cartons,  80,000  cartons, 
and  25,000  cartons  of  red  seedless 
grapefruit  in  the  last  five  seasons, 
respectively.  Adding  these  season  totals 
and  dividing  by  five  yields  tm  average 
season  of  53,000  cartons.  The  average 
season  would  then  be  divided  by  33 
weeks  to  yield  an  average  week,  in  this 
case,  1,606  cartons.  This  would  be 
Handler  A’s  base. 

The  committee  chose  to  use  the  past 
five  seasons  for  the  average  season  to 
provide  the  most  accurate  picture  of  an 
average  season.  The  use  of  an  average 
week  helps  adjust  for  variations  in 
growing  conditions  that  may  affect 
when  fiiiiit  matures  in  different  seasons 
and  growing  areas.  The  committee 
believes  that  this  definition  of  prior 
period  would  provide  each  handler  with 
an  equitable  base  from  which  to 
establish  shipments. 

The  average  week  for  handlers  with 
less  than  five  previous  seasons  of 
shipments  would  be  calculated  by 
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averaging  the  total  shipments  for  the 
seascms  they  did  ship  red  seedless 
grapefruit  during  the  immediately 
prM:eding  five  years  and  dividing  that 
average  by  33.  New  handlers  with  no 
record  of  shipments  would  have  no 
prior  period  on  which  to  base  their 
average  week.  Therefore,  if  a  volume 
regulation  was  established  before  such 
handlers  have  shipped  any  red  seedless 
grapefiuit,  the  new  handlers  coiild  ship 
small  sizes  as  a  percentage  of  their  total 
shipments  equal  to  the  percentage 
applied  to  other  handlers’  base.  Once 
new  handlers  have  established 
shipments,  the  average  week  would  be 
calculated  as  an  average  of  the  weeks 
they  have  shipped  during  the  current 
season. 

To  use  these  new  procediues,  the 
committee  would  meet  and  recommend 
a  base  percentage  of  sizes  48  and  56  that 
could  enter  the  fi«sh  market  in  any 
week  or  weeks  from  the  first  Monday  in 
September  through  the  first  Simday  in 
December.  If  approved  by  the  Secretary, 
this  percentage  would  be  applied  to 
each  handler’s  average  week  of  fiesh 
shipments  to  determine  the  amount 
(allocation)  of  sizes  48  and  56  red ' 
grapefruit  each  handler  could  ship.  Each 
regulation  period  would  begin  Monday 
at  12:00  a.m.  and  end  at  11:59  p.m.  the 
following  Simday,  since  most  handlers 
keep  records  basl^  on  Monday  being 
the  beginning  of  the  work  week. 

When  a  size  limitation  is 
recommended  to  restrict  the  shipment 
during  a  particular  week,  the  committee 
would  compute  each  handler’s 
allotment  by  multiplying  the  handler’s 
average  week  by  the  percentage 
estabhshed  by  regulation  for  that  week. 
Such  set  percentage  could  vary  from 
week  to  week,  but  could  not  be  less  than 
25  percent.  The  committee  would  notify 
each  handler  prior  to  the  particular 
week  of  the  quantity  of  sizes  48  and  56 
red  seedless  grapefiiiit  such  handler 
could  handle  during  a  particular  week. 

To  provide  handlers  with  some 
flexibility,  these  procedures  would 
provide  allowances  for  overshipments, 
loans,  and  transfers  of  allotment.  These 
allowances  should  allow  handlers  the 
opportunity  each  week  to  supply  their 
markets  wfole  limiting  the  impact  of 
small  sizes. 

During  any  regulation  week  for  which 
the  Secretary  has  fixed  the  percentage  of 
sizes  48  and  56  red  seedless  grapefruit, 
any  person  who  has  received  an 
allotment  could  handle,  in  addition  to 
their  weekly  allotment,  an  amoimt  of 
size  48  and  56  red  seedless  grapefruit 
not  to  exceed  10  percent  of  ^at  week’s 
allotment.  The  quantity  of 
overshipments  would  be  deducted  fit)m 
the  handler’s  allotment  for  the  following 


week.  Overshipments  would  not  be 
allowed  during  week  11  because  there 
would  be  no  allotments  the  following 
week  fit}m  which  tb  deduct  the 
overshipments. 

If  himdlers  fail  to  use  their  entire 
allotments  in  a  given  week,  the  amoimts 
undershipped  would  not  be  carried 
forward  to  the  following  week. 

However,  a  handler  to  whom  an 
allotment  has  been  issued  could  lend  or 
transfer  all  or  part  of  such  allotment 
(excluding  the  overshipment  allowance) 
to  another  handler.  In  the  event  of  a 
loan  of  allotment,  each  party  would, 
prior  to  the  completion  of  the  loan 
agreement,  notify  the  committee  of  the 
proposed  loim  and  date  of  repayment.  If 
a  transfer  of  allotment  is  desired,  each 
party  would  promptly  notify  the 
committee  so  that  proper  ad)ustments  of 
the  records  coiild  be  made.  In  each  case, 
the  committee  would  confirm  in  writing 
all  such  transactions  prior  to  the 
following  week.  The  committee  covild 
also  act  on  behalf  of  handlers  wanting 
to  arrai^e  allotment  loans  or  participate 
in  the  transfer  of  allotment.  Repayment 
of  an  allotment  loan  would  be  at  the 
discretion  of  the  handlers  party  to  the 
loan. 

In  considering  these  procedures,  the 
committee  discussed  several  possible 
alternatives.  One  alternative  considered 
was  an  amendment  to  the  marketing 
order.  The  amendment  would  have 
changed  the  language  regarding  the 
“prior  period’’  in  section  905.52. 
However,  this  alternative  was  rejected 
because  of  the  time  required  to  amend 
the  order. 

The  committee  also  discussed 
limiting  or  eliminating  only  shipments 
of  size  56  grapefimit.  However,  die 
committee  foimd  that  it  is  important  to 
include  both  sizes  48  and  56  for  this 
regulation  to  be  effective.  Also,  the 
committee  did  not  want  to  eliminate  a 
size  entirely.  They  realize  there  is  a 
market  for  small  sizes  emd  wish  to  allow 
handlers  to  take  advantage  of  this 
market  without  negatively  afiecting  the 
market  for  other  sizes. 

Other  concerns  were  raised  during 
discussion  of  these  procedures.  One 
committee  member  questioned  whether 
these  procedures  would  allow  him  to 
continue  to  increase  his  business.  It  was 
explained  that  this  action  would  only 
put'tools  in  place  to  allow  the  limitation 
of  just  a  certain  percentage  of  the 
smaller  sized  red  seedless  grapefruit.  A 
handler  would  not  in  any  way  be 
limited  from  shipping  any  ammmt  of 
larger  sizes.  Another  concern  raised  was 
the  impact  these  procedures  would  have 
on  harvesting.  It  was  explained  again 
that  this  rule  would  just  establish 
procedures.  However,  if  implemented,  it 


would  reqijure  more  selective  picking  of 
only  the  sizes  desired,  something  that 
many  are  doing  already. 

After  a  lengthy  discussion,  the 
committee  decided  that  it  needs  to  have 
available  a  tool  to  regulate  shipments  of 
small  sized  red  seedless  grapefruit  early 
in  each  marketing  season.  Tlie 
committee  voted  to  recommend  the 
establishment  of  these  procedures  to 
provide  them  with  that  tool. 

The  committee  reports  that  it  expects 
that  more  red  seedless  grapefruit  will  be 
produced  in  Florida  during  the  1996-97 
season  than  last  season.  'The  committee 
also  expects  that  supplies  of  fiush 
Florida  red  seedless  grapefruit  will  be' 
adequate  to  meet  consumer  demand 
during  the  entire  1996-97  season. 

This  rule  does  not  affect  the  order 
provision  that  handlers  may  ship  up  to 
15  standard  packed  cartons  (12  bushels) 
of  fruit  per  day  exempt  from  grade  and 
size  requirements.  Fruit  shipped  in  gift 
packages  that  are  individually 
addressed  and  not  for  resale,  and  fruit 
shipped  for  animal  feed  also  exempt 
from  grade  and  size  requirements  under 
specific  conditions.  Also,  fiuit  shipped 
to  commercial  processors  for  conversion 
into  canned  or  frozen  products  or  into 
a  beverage  base  are  not  subject  to  the 
handling  requirements  imder  the  order. 

Section  8(e)  of  the  Act  requires  that 
whenever  grade,  size,  quality  or 
matmity  requirements  are  in  effect  for 
certain  conunodities  under  a  domestic 
-  marketing  order,  Including  grapefruit, 
imports  of  that  commodity  must  meet 
the  same  or  comparable  requirements. 
This  rule  does  not  change  the  minimum 
grade  and  size  requirements  under  the 
order.  Therefore,  no  change  is  necessary 
in  the  grapefruit  import  regulations  as  a 
resvilt  of  this  action. 

'The  information  collection 
requirements  contained  in  this  section 
must  be  approved  by  the  Office  of 
Management  and  Budget  (OMB)  under 
the  provisions  of  the  Paperwork 
Reduction  Act  of  1995  (Pub.  L.  104-13) 
and  assigned  OMB  number  0581-0094 
for  Florida  citrus. 

This  rule  woiUd  increase  the  reporting 
burden  on  an  estimated  10  handlers  of 
red  seedless  grapefrxut  who  would  be 
taking  about  0.083  hour  to  complete  a 
report  regarding  allotment  loans  or 
transfers  an  average  of  11  times  per  year. 
The  total  annual  increase  in  burden 
would  be  about  9  hours. 

A  30-day  comment  period  is  provided 
to  allow  interested  persons  to  respond 
to  this  proposal.  AU  written  comments 
received  within  the  comment  peripd 
will  be  consid««d  before  a  final 
determination  is  made  on  this  matter. 
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Paperwork  Reduction  Act 

In  accordance  with  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 

Chapter  35),  the  AMS  announces  its 
intention  to  request  an  extension  for  and 
revision  to  a  currently  approved 
information  collection  for  Florida 
oranges,  grapefruit,  tangerines,  and 
tangelos. 

Title:  Oranges,  Grapefruit,  Tangerines, 
and  Tangelos  Grown  in  Florida, 
Marketing  Order  No.  905. 

OMB  Number:  0581-0094. 

Expiration  Date  of  Approval:  August 
31, 1998. 

Type  of  Request:  ELxtension  and 
revision  of  a  currently  approved 
information  collection. 

Abstract:  Marketing  order  programs 
provide  an  opportimity  for  producers  of 
fresh  fruits,  vegetables  and  specialty 
crops,  in  a  specified  production  area,  to 
work  together  to  solve  marketing 
problems  that  cannot  be  solved 
individually.  Order  regulations  help 
ensure  adequate  supplies'of  high  quality 
product  and  adequate  returns  to 
producers.  Under  the  Act,  industries 
enter  into  marketing  order  programs. 

The  Secretary  of  Agriculture  is 
authorized  to  oversee  the  &rder 
operations  and  issue  regulations 
recommended  by  a  committee  of 
representatives  from  each  commodity 
industry. 

The  information  collection 
requirements  in  this  request  are 
essential  to  carry  out  the  intent  of  the 
Act,  to  provide  the  respondents  the  type 
of  service  they  request,  and  to 
administer  the  Florida  citrus  marketing 
order  program,  which  has  been 
operating  since  1939. 

The  Florida  citrus  marketing  order 
authorizes  the  issuance  of  grade,  size, 
container,  and  pack  regulations.  It  also 
authorizes  the  limiiation  of  shipments 
of  certain  grades  or  sizes.  Regulatory 
provisions  apply  to  oranges,  grapef^t, 
tangerines  and  tangelos  shipped  outside 
of  the  production  area,  except  for  those 
shmments  specifically  exempt. 

The  order,  and  rules  and  regulations 
issued  thereimder,  authorize  .^e 
committee  to  require  handlers  and 
producers  to  submit  certain  information. 
Much  of  this  information  is  compiled  in 
aggregate  and  provided  to  the  industry 
to  assist  in  marketing  decisions. 

The  committee  has  developed  forms 
as  a  means  for  persons  to  file  required 
information  with  the  committee  relating 
to  citrus  supplies,  shipments, 
dispositions,  and  other  information 
needed  to  effectively  carry  out  the 
purpose  of  the  Act  and  order.  As 
shipments  occur  throughout  the  year, 
these  forms  are  utilized  accordingly.  A 
USDA  form  is  used  to  allow  producers 


to  vote  on  amendments  to  the  order  and 
whether  the  order  should  be  continued. 
In  addition,  producers  and  handlers 
who  are  nominated  by  their  peers  to 
serve  as  representatives  on  the 
committee  must  file  nomination  forms 
with  the  Secretary. 

This  proposed  collection  includes  a 
new  requirement  for  handlers  to  report 
to  the  conunittee  any  allotment  loans  or 
transfers  during  volume  regulation  of 
smaller  size  48  (at  least  3«/i6  inches)  or 
56  (at  least  3 Vie  inches)  red  seedless 
grapefruit.  Allowing  transfers  and  loans 
would  provide  flexibility  during  such 
regulation,  by  allowing  handlers  to  loan 
or  transfer  their  individual  allotments  of 
smaller  sized  red  seedless  grapefinit. 
Requiring  such  transactions  to  be 
reported  to  the  committee  would  ensure 
compUance  with  volume  regulations 
and  assist  the  committee  and  the 
Department  with  oversight  and  plaiming 
of  volume  regulation  of  red  seedless 
grapefruit.  This  new  requirement  would 
increase  the  reporting  burden  on  an 
estimated  10  handlers  of  red  seedless 
grapefruit  who  would  be  taking  about 
0.083  hour  to  complete  a  report 
regarding  allotment  loans  or  transfers  an 
average  of  11  times  per  year.  The  total 
annu^  increase  in  bvirden  would  be 
about  9  hours. 

These  forms  require  the  minimxun 
information  necessary  to  effectively 
carry  out  the  requirements  of  the  order, 
and  their  use  is  necessary  to  fulfill  the 
intent  of  the  Act  as  expressed  in  the 
order. 

The  information  collected  is  used 
only  by  authorized  representatives  of 
the  USDA,  including  AMS,  Fruit  and 
Vegetable  Division  regional  and 
headquarter’s  staff,  and  authorized 
employees  of  the  committee.  Authorized 
committee  employees  are  the  primary 
users  and  AMS  employees  are  the 
secondary  users  of  the  information. 

Estimate  of  Burden:  Public  reporting 
burden  for  this  proposed  collection  of 
information  is  estimated  to  average 
0.089  hours  per  response. 

Respondents:  Florida  citrus  producers 
and  for-profit  businesses  handUng  fresh 
citrus. 

Estimated  Number  of  Respondents: 
1,176. 

Estimated  Number  of  Responses  per 
Re^ondent:  1 

Estimated  Total  Annual  Burden  on 
Respondents:  204  hours. 

Conunents  are  invited  on:  (a)  Whether 
the  proposed  collection  of  information 
is  necessary  for  the  proper  performance 
of  the  functions  of  the  Florida  citrus 
marketing  order  program  and  the 
Department’s  oversight  of  that  program, 
including  whether  the  information  will 
have  practical  utility;  (b)  the  accuracy  of 
AMS’s  burden  estimate  of  the  proposed 
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collection  of  information  including  the 
validity  of  methodology  and 
assumptions  used;  (c)  ways  to  enhance 
the  quality,  utility,  and  clarity  of  the 
information  collected;  and  (d)  ways  to 
miiiimize  the  burden  of  the  collection  of 
appropriate  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate,  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology. 

Comments  should  reference  OMB  No. 
0581-0094  and  the  Florida  citrus 
Marketing  Order  No.  905,  and  be  sent  to 
USDA  in  care  of  Caroline  C.  Thorpe, 
Marketing  Order  Administration 
Branch,  Fruit  and  Vegetable  Division, 
AMS,  USDA,  PO  Box  96456,  room 
2522-S,  Washington,  DC  20090-6456; 
telephone:  202-720-5127  or  Fax:  202- 
720-5698. 

All  comments  received  will  be 
available  for  public  inspection  during 
regular  business  hours  at  the  same 
address. 

All  responses  to  this  notice  will  be 
summarized  and  included  in  the  request 
for  OMB  approval.  All  comments  will 
become  a  matter  of  pubUc  record. 

Because  there  is  insufficient  time  for 
a  normal  clearance  procedure,  AMS  is 
seeking  temporary  approval  from  OMB 
for  the  use  of  a  new  form  for  this 
upcoming  season.  The  form  would  be 
added  to  the  forms  which  are  currently 
approved  for  use  under  OMB  Number 
0581-0094. 

List  of  Subjects  in  7  CFR  Part  905 

Grapefruit,  Marketing  agreements. 
Oranges,  Reporting  and  recordkeeping 
requirements,  Tangelos,  Tangerines. 

For  the  reasons  set  forth  in  the 
preamble,  7  CFR  part  905  is  proposed  to 
be  amended  as  follows: 

PART  905— ORANGES.  GRAPEFRUIT, 
TANGERINES,  AND  TANGELOS 
GROWN  IN  FLORIDA 

1.  The  authority  citation  for  7  CFR 
Part  905  continues  to  read  as  follows; 

Authority:  7  U.S.C.  601-674. 

2.  A  new  §  905.153  is  added  to  read  as 
follows: 

§  905.1 53  Procedure  for  determining 
handlers’  permitted  quantities  of  red 
seedless  grapefruit  when  a  portion  of  sizes 
48  and  56  of  such  variety  is  restricted. 

(a)  For  the  purposes  of  this  section, 
the  prior  period  specified  in  §  905.52  is 
hereby  established  as  an  average  week 
within  the  immediately  prece^ng  five 
seasons.  Each  handler’s  average  week 
shall  be  computed  by  adding  the  total 
volume  of  red  seedless  grapefiuit 
handled  in  the  immediately  preceding 
five  seasons  and  dividing  the  total  by 
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165.  The  average  week  for  handler  with 
less  than  five  previous  seasons  of 
shipments  shall  be  calculated  by  adding 
the  total  volume  of  shipments  for  the 
seasons  they  did  ship  red  seedless 
grapefruit,  divided  by  the  number  of 
seasons,  diivided  further  by  33.  New 
handlers  with  no  record  of  shipments 
could  ship  size  48  and  56  red  seedless 
grapefruit  as  a  percentage  of  total 
shipments  equal  to  the  percentage 
applied  to  other  handlers’  average  week; 
once  such  handlers  have  recorded 
shipments,  their  average  week  shall  be 
calculated  as  an  average  of  total 
shipments  for  the  weeks  they  have 
shipped  red  seedless  grapefi^t  diuing 
the  current  season.  When  used  in  the 
regulation  of  red  seedless-grapefruit  the 
term  season  means  the  weeks  begiiming 
the  third  Monday  in  September  and 
ending  the  first  Sunday  in  the  following 
May.  The  term  regulation  period  means 
the  11  weeks  beginning  the  third 
Monday  in  September  and  ending  the 
first  Sunday  in  December  of  the  current 
season. 

(b)  When  a  size  limitation  restricts  the 
shipment  of  a  portion  of  sizes  48  and  56 
red  seedless  grapefimit  during  a 
particular  week  as  provided  in  §  905.52, 
the  committee  shall  compute  the 
quantity  of  sizes  48  and  56  red  seedless 
grapefruit  that  may  be  shipped  by  each 
handler  by  multiplying  the  handler’s 
calculated  average  week  shipments  of 
such  grapefruit  by  the  percentage 
established  by  regiilation  for  red 
seedless  grapefruit  for  that  week. 

(c)  The  committee  shell  notify  each 
handler  of  the  quantity  of  size  48  and  56 
red  seedless  grapefruit  such  handler 
may  handle  during  a  particular  week. 

(d)  During  any  regulation  week  for 
which  the  Secretary  has  fixed  the 
percentage  of  sizes  48  and  56  red 
seedless  grapefruit,  any  person  who  has 
received  an  allotment  may  handle,  in 
addition  to  their  total  allotment 
available,  an  amoimt  of  size  48  and  56 
red  seedless  grapefruit  up  to  10  percent 
greater  than  their  allotment.  The 
queuitity  of  the  overshipment  shall  be 
deducted  from  the  handler’s  allotment 
for  the  following  week.  Overshipments 
will  not  be  allowed  during  week  11.  If 
the  handler  fails  to  use  his  or  her  entire 
allotment,  the  imdershipment  is  not 
carried  forward  to  the  following  week. 

(e)  Any  handler  may  transfer  or  loan 
any  or  all  of  their  shipping  allotment 
(excluding  the  overshipment  allowance) 
of  size  48  and  56  red  seedless  grapefruit 
to  any  other  handler.  Each  handler  party 
to  such  transfer  or  loan  shall  promptly 
notify  the  committee  so  the  proper 
adjustment  of  records  may  be  made.  In 
each  case,  the  committee  shall  confirm 
in  writing  all  such  transactions,  prior  to 


the  following  week,  to  the  handlers 
involved.  The  committee  may  act  on 
behalf  of  handlers  wanting  to  arrange 
allotment  loans  or  participate  in  the 
transfer  of  allotments. 

Dated:  August'22, 1996. 

Robert  C  Kem^, 

Director,  Fruit  and  Vegetable  Division. 

[FR  Doc.  96-21960  Filed  8-27-96;  8:45  am] 
BIUING  CODE  341(M12-P 


7  CFR  Part  998 

[Docket  No.  FV96-098-3  PR]] 

Domestically  Produced  Peanuts 
Handled  by  Persons  Subject  to  Peanut 
Marketing  Agreement  No.  146; 

Changes  in  Terms  and  Conditions  of 
Indemnification 

AGENCY:  Agricultural  Marketing  Service, 
USDA. 

ACTION:  Proposed  rule.  ^ 

SUMMARY:  This  proposal  invites 
comments  on  modifying,  for  1996  and 
subsequent  crop  peanuts,  the 
indemnification  program  for  signatory 
handlers  under  Peanut  Marketing 
Agreement  No.  146  (Agreement).  The 
proposed  rule  would  r^uce 
indemnification  payment  coverage  to 
certain  costs  involved  with  appeal  and 
product  claims.  This  would  reduce  the 
Peanut  Administrative  Committee’s 
(Committee’s)  indemnification 
payments  for  losses  inciirred  by 
signatory  handlers  in  not  being  able  to 
sldp  tmwholesome  peanuts  for  edible 
purposes  frurn  a  ceiling  of  $7  million  for 
each  of  the  last  two  years,  to  about 
$2300,000.  With  the  proposed  reduction 
in  indemnification  claim  payments,  the 
Committee  will  have  adequate  funds  in 
its  indemnification  reserve  to  cover 
costs.  No  handler  assessments  for 
indemnification  would  be  necessary. 
This  would  reduce  signatory  handlers’ 
costs,  enabling  them  to  be  more 
competitive  with  non-signatory 
handlers,  and  importers.  The  changes 
were  recommended  by  the  Committee, 
the  administrative  agency  which 
oversees  the  quality  assvurance  program 
under  the  Agreement. 

DATES:  Comments  must  be  received  by 
September  12, 1996. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  written  comments 
concerning  this  proposal.  Comments 
must  be  sent  in  triplicate  to  the  Docket 
Clerk,  Fruit  and  Vegetable  Division, 
AMS,  USDA,  room  2523-S,  P.O.  Box 
96456,  Washington,  DC  20090-6456; 
Fax:  (202)  720-5698.  All  comments 
should  reference  the  docket  number,  the 
date,  and  page  number  of  this  issue  of 
the  Feder^  Register  and  will  be  made 


available  for  public  inspection  in  the 
Office  of  the  Docket  Clerk  during  regular 
business  hours. 

FOR  FURTHER  INFORMATION  CONTACT: 

Jim  Wendland,  Marketing  Specialist, 
Marketing  Order  Administration 
Branch,  Fruit  and  Vegetable  Division, 
AMS,  USDA,  P.O.  Box  96456,  room 
2523-S,  Washington,  D.C.  20090-6456; 
telephone:  (202)  720-2170,  or  Fax:  (202) 
720-5698;  or  Willieun  G.  Pimental, 
Marketing  Specialist,  Southeast 
Marketing  Field  Office,  Fruit  and 
Vegetable  Division,  AMS,  USDA,  P.O, 
Box  2276,  Winter  Haven,  Florida 
33883-2276;  telephone:  (941)  229-4770, 
or  Fax:  (941)  299-5169.  Small 
businesses  may  request  information  on 
compliance  with  this  proposed 
regulation  by  contacting:  Jay  Guerber, 
Marketing  Chxler  Administration 
Branch.  Fruit  and  Vegetable  Division, 
AMS,  USDA,  P.O.  Box  96456,  room 
2523-S,  Washington,  D.C.  20090-6456; 
telephone:  (202)  720-2491,  or  Fax:  (202) 
720-5698. 

SUPPLEMENTARY  INFORMATION:  This 
proposal  is  issued  under  Peanut 
Marketing  Agreement  No.  146  (7  CFR 
part  998).  The^program  regulates  the 
quality  of  domestically  produced 
peanuts  handled  by  Agreement  signers. 
The  Agreement  is  effective  under  the 
Agricidtiuai  Marketing  Agreement  Act 
of  1937,  as  amended  (7  U.S.C.  601-674), 
hereinafter  referred  to  as  the  “Act.” 

The  U.S.  Department  of  Agriculture 
(Department)  is  issuing  this  rule  in 
conformance  with  Executive  Order 
12866. 

This  proposal  has  been  reviewed 
un’der  ^ecutive  Order  12988,  Civil 
Justice  Reform.  This  rule  is  intended  to 
apply  to  1996  (beginning  July  1, 1996) 
and  subsequent  crop  year  peanuts.  This 
proposal  will  not  preempt  any  State  or 
local  laws,  regulations,  or  policies, 
unless  they  present  an  irreconcilable 
conflict  with  this  rule. 

Pursuant  to  the  requirements  set  forth 
in  the  Regulatory  Flexibility  Act  (RFA), 
the  Agricultural  Marketing  Service 
(AMS)  has  considered  the  economic 
impact  of  this  action  on  small  entities. 

The  purpose  of  the  RFA  is  to  fit 
regulatory  actions  to  the  scale  of 
business  subject  to  such  actions  in  order 
that  small  businesses  will  not  be  imduly 
or  disproportionately  burdened. 
Marketing  agreements  and  orders  issued 
pursuant  to  the  Act,  and  rules  issued 
thereimder,  are  imique  in  that  they  are 
brought  about  through  group  action  of 
essentially  small  entities  acting  on  their 
own  behalf.  Thus,  both  statutes  have 
small  entity  orientation  and 
compatibility. 

About  32  signatory  peanut  handlers 
are  subject  to  regulation  imder  the 
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Agreement.  There  are  about  47,000 
peanut  producer'  in  the  16-State 
production  area.  Small  agricultural 
service  firms,  which  includes  handlers, 
have  been  defim  d  by  the  Small 
Business  Admiristration  (13  CFR 
121.601)  as  thof>3  having  annual  receipts 
of  less  than  $5, (  00,000,  and  small 
agricultiual  producers  have  been 
defined  as  those  having  annual  receipts 
of  less  than  $500,000.  Although 
approximately  25  percent  of  me 
signatory  handlers  may  be  classified  as 
small  entities,  they  are  seed  shellers 
who  ship  almoit  no  peanuts  to  human 
consumption  outlets.  This  proposal 
would  have  virtually  no  effect  on  them. 

A  majority  of  the  producers  may  be 
classified  as  small  entities.  Interested 
persons  are  invited  to  submit 
information  on  the  regulatory  impact  of 
this  proposed  rule  on  small  businesses. 

Domestic  peanut  production  in  1995 
was  1.76  million  tons,  with  a  farm  value 
of  $1  billion. 

The  objective  of  the  Agreement  is  to 
ensure  that  only  high  quality  and 
wholesome  peanuts  enter  human 
consumption  markets  in  the  United 
States.  About  70  percent  of  domestic 
handlers,  handling  approximately  95 
percent  of  the  crop,  have  signed  the 
Agreement. 

Under  the  regulations,  farmers  stock 
peanuts  with  visible  Aspergillus  flavus 
mold  (the  principal  source  of  aflatoxin) 
are  required  to  be  diverted  to  non-edible 
uses.  Each  Jot  of  milled  peanuts  must  be 
sampled  and  tested  and  those  certified 
“positive”  as  to  aflatoxin  must  be 
diverted  to  non-edible  uses.  Hemdlers  of 
such  peanuts  currently  may  be  eligible 
to  receive  indemnification  payments  for 
losses  incurred  in  not  being  able  to  ship 
the  peanuts  for  edible  uses.  Costs  to 
administer  the  Agreement  and  make 
indemnification  payments  are  paid  by 
eissessments  levied  on  signatory 
handlers. 

The  Committee,  which  is  composed  of 
producers  and  handlers  of  peanuts, 
meets  at  least  annually  to  review  the 
Agreement’s  rules  and  regulations, 
which  are  effective  on  a  continuous 
basis  firom  one  yeeir  to  the  next. 
Committee  meetings  are  open  to  the 
public,  and  interested  persons  may 
express  their  views  at  ^ese  meetings. 
The  Department  reviews  Committee 
recommendations  and  justifications,  as 
well  as  information  firom  other  sources, 
to  determine  whether  modification  of 
the  Agreement  regulations  would  tend 
to  efiectuate  the  declared  policy  of  the 
Act. 

The  Committee  believes  that  the 
domestic  peanut  industry  is  imdergoing 
a  period  of  great  change.  The  Committee 
endorses  the  findings  in  a  recent  study 
entitled  “United  States  Peanut  Industry 
Revitalization  Project”  developed  by  the 


National  Peanut  Council  and  the 
Department’s  Agricultural  Research 
Service.  According  to  the  study,  since 
1991.,  the  U.S.  peanut  industry  has  been 
in  a  period  of  dramatic  economic 
decline  because  of  (1)  decreasing 
consumption  of  peanuts  and  peanut 
products,  (2)  decreasing  U.S.  peanut 
production  and  increasing  production 
costs,  and  (3)  ina-easing  imports  of 
peanuts  and  peanut  products. 

The  study  shows  that  peanut  per 
capita  consiimption  has  steadily 
decUned;  between  1991  and  1994,  a 
total  of  11  percent.  Harvested  acres  of 
peanuts  in  the  U.S.  have  declined  25 
percent  between  1991  and  1995. 
Production  has  fluctuated  downward, 
with  1995  production  30  percent  below 
that  of  1991.  Farm  value  of  peanut 
production  has  dropped  29  percent  in 
the  same  period.  Farmer  production 
costs  and  revenue  are  projected  to  be 
equal  by  the  year  2000,  as  are  handler 
costs  and  revenue,  which  would  leave 
no  profit. 

All  of  these  factors  combine  to  show 
that  the  domestic  peanut  industry  is  in 
decline  and  that  the  outlook  is  not 
expected  to  improve  without  affirmative 
actions  taken  by  the  industi^.  The 
Committee  has  been  meeting  for  the  past 
two  years  to  develop  major 
improvements  and  cut  costs  to  its 
program  and  to  the  signatory  handlers 
by  streamlining  handling  procedures 
and  making  them  consistent  with 
current  industry  economies  and 
technological  developments. 

Over  the  last  several  years,  the 
Conunittee  has  been  reducing  the 
indemnification  benefits.  This  reduction 
has  made  indemnification  of  failing 
peanuts  a  less  viable  economic  option 
and  has  put  more  responsibility  on  each 
handler  to  decide  whether  it  is 
economical  to  recondition  a  failing  lot. 
Peanut  processing  machinery  has 
improved  through  technological 
advances  to  the  point  that  virtually  any 
lot  of  peanuts,  regardless  of  original 
(incoming)  quality,  can  now  be  shelled, 
remilled  and/or  blanched  (processed)  to 
meet  outgoing  quality  requirements 
established  under  the  Agreement.  The 
.Committee  concluded  that  handlers 
should  bear  more  responsibility  for 
reconditioning  their  own  peanuts  and  in 
shipping  quality  peanuts  to  their 
customers,  and  that  Committee  and 
handler  indemnification  costs  should  be 
reduced. 

The  Committee  met  on  May  23, 1996, 
and  recommended  a  substantial 
reduction  in  indemnification  coverage 
to  reduce  costs.  Signatory  handlers  have 
indicated  they  would  ra^er  have  the 
Committee  eliminate  the 
indemnification  assessment  currently 
collected  from  them  than  continue  the 
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ciurent  indemnification  coverage.  The 
Committee’s  indemnification  payments  . 
for  handler  losses  would  decline  from  a 
record  high  net  loss  of  $21.6  million  for 
crop  year  1990,  and  ceilings  of  $9 
milhon  for  crop  years  1991-1993  and  $7 
milhon  for  each  of  the  last  two  years,  to 
approximately  $300,000.  This  would 
reduce  signatory  handlers’  costs, 
enabhng  them  to  be  more  competitive 
with  non-signatory  peanut  handlers, 
and  importers. 

The  Committee  ciirrently  pays  claims 
based  on  the  initial  sampling  of  any 
peanut  lot  failing  to  meet  aflatoxin 
requirements  for  hiunan  consumption 
before  the  peanuts  are  shipped  firom  the 
handler’s  plant  to  the  buyer,  product 
and  appeals  claims.  Payments  are  made 
for  blanching  fees  and/or  remilling  fees, 
height  charges  for  moving  the  peanuts 
from  one  production  area  to  another  for 
marketing,  and  for  losses  for  the  rejected 
peanuts. 

Under  the  modified  program,  on  an 
“appeal  claim”  the  Committee  would 
pay  only  for  freight  costs  from  the 
handler’s  plant  to  the  manufacturer  and 
return  firom  manufacturer  to  the 
destination  requested  by  the  handler 
(handler’s  plant,  blancher,  or  remiller). 
“Appeal  claims”  involve  lots  of 
peanuts,  which  had  been  certified  as 
meeting  all  quality  requirements,  prior 
to  shipment,  and  then  rejected  by  the 
buyer  on  the  basis  of  appeal  aflatoxin 
test  results.  The  deadline  for  filing 
“appeal”  indemnification  claims  with 
the  Committee  would  remain  November 
1  following  the  end  of  the  crop  year. 

The  Committee  recommended  that 
“product  claims”  continue  to  be 
handled  as  they  have  been  in  the  past. 
That  is,  claims  may  be  filed  by  any 
handler  sustaining  a  loss  as  a  result  of 
a  buyer  withholding  from  human 
consumption  a  portion  or  all  of  the 
product  made  from  a  lot  of  peanuts 
which  has  been  determined  to  be 
imwholesome  due  to  aflatoxin.  The 
Committee  would  indemnify  the 
amount  of  the  raw  peanuts  in  the 
product  at  $0.35  per  poimd.  The 
product  is  destroyed  under  the 
supervision  of  USDA’s  Processed 
Products  Branch  inspectors  and  the 
Committee  pays  these  charges.  The 
deadline  for  filing  “product  claims” 
remains  November  1  of  the  second  year 
following  the  year  in  which  the  peanuts 
were  produced. 

An  estimated  $2.0  to  $2.5  milUon 
indemnification  reserve  (after  all  1995 
crop  claims  are  paid)  should  be 
available  to  cover  claims  imder  the 
proposed  program.  With  armual  costs 
under  the  proposed  program  estimated 
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at  $200,000  to  $300,000,  there  is  enough 
money  in  reserves  to  cover  claims  for 
about  10  crop  years.  Thus,  handlers 
would  not  be  reqiiired  to  pay 
indemnification  assessments  during  that 
period.  Indemnification  assessments 
during  the  1994  and  1995  crop  years 
totall^  approximately  $3.4  million  and 
$1.3  million  (to  date),  respectively. 

If  the  Committee  had  recommended 
maintaining  the  current  coverage  at  the 
$7,000,000  ceiling,  an  indemnification 
assessment  rate  of  about  $4.00  per  ton 
on  the  1996  crop  would  have  bron 
necessary  to  finance  the  program.  All 
signatory  handlers,  both  large  and  small, 
wovdd  benefit  from  the  substantially 
lower  costs  associated  with  the 
elimination  of  annual  indemnification 
assessment  obligations.  This  woiild 
enable  handlers  to  be  more  competitive 
with  non-signatory  handlers  and 
importers.  Handlers  who  believe  they 
may  be  adversely  impacted  by  aflatoxin 
can  obtain  private  insurance  coverage 
against  such  losses. 

Therefore,  the  AMS  has  determined 
that  this  proposed  action  would  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 
Interested  persons  are  invited  to  submit 
information  on  the  regulatory  and 
informational  impacts  of  this  proposed 
rule  on  small  businesses. 

To  implement  the  reduced 
indemnification  coverage,  substantive 
changes  to  §  998.300  Terms  and 
conditions  of  indemnification  are 
necessary.  As  a  consequence,  §  998.300 
has  been  completely  revised  and 
reorganized,  and  is  set  forth  below  in  its 
entirety.  Handler  application  and 
Committee  payment  procedures  for 
appeal  and  pr^uct  claims  remain  the 
same. 

The  proposed  changes  to  the  signer 
indemnification  program  should  be  in 
effect  as  close  to  the  beginning  of  the 
crop  year  as  possible.  Tlie  crop  year 
began  July  1, 1996.  This  leaves  a  very 
short  time  period  in  which  to  receive 
industry  comments  and  evaluate  the 
recommendations  prior  to  issuing  a  final 
rule.  Thus,  a  15-day  (rather  than  a  30- 
day)  comment  period  is  provided  to 
allow  interested  persons  to  respond  to 
this  proposal.  All  wri  tten  comments 
timely  received  will  be  considered 
before  a  final  determination  is  made  in 
this  matter. 

In  accordance  with  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C. 
Chapter  35),  any  information  collection 
requirements  that  may  be  contained  in 
this  proposal  have  been  previously 
approv^  by  the  Office  of  Management 
and  Budget  (OMB)  and  have  been 
assigned  OMB  No.  0581-0067.  This 
proposal  would  likely  result  in  les$ 


reports  having  to  be  filed,  particularly 
because  there  would  likely  be  less 
indemnification  claims  filed  imder  the 
reduced  program  coverage. 

The  Committee  also  recommended 
numerous  relaxations  to  the 
Agreement’s  incoming  and  outgoing 
quality  regulations  for  1996  and 
subsequent  crop  peanuts,  which  are 
being  proposed  in  a  separate  rulemaking 
action. 

List  of  Subjects  in  7  CFR  Part  998 

Marketing  agreements.  Peanuts, 
Reporting  and  recordkeeping 
requirements. 

For  the  reasons  set  forth  in  the 
preamble,  7  CFR  part  998  is  proposed  to 
be  amended  as  follows: 

1.  The  authority  citation  for  7  CFR 
part  998  continues  to  read  as  follows: 

Authority:  7  U.S.C.  601-674. 

PART  998— MARKETING  AGREEMENT 
REGULATING  THE  QUALITY  OF 
DOMESTICALLY  PRODUCED 
PEANUTS 

2.  Section  998.300  is  revised  to  read 
as  follows: 

§998.300  Terms  and  conditions  of 
indemnification  for  1996  and  subsequent 
crop  peanuts. 

(a)  For  the  purpose  of  paying 
indemnities  on  a  uniform  basis  ptnsuant 
to  §  998.36  of  the  peanut  marketing 
agreement,  each  handler  shall  promptly 
notify  or  arrange  for  the  buyer  to  notify 
the  Manager,  Peanut  Administrative 
Committee,  of  any  lot  of  cleaned  inshell 
or  shelled  peanuts,  milled  into  one  of 
the  categories  listed  in  paragraph  (a)  of 
the  Outgoing  quality  regulation  (7  CTR 

998.200)  or  paragraph  (j)  of  this  section, 
on  which  the  buyer,  including  the  user 

'  division  of  a  handler,  has  withheld 
usage  due  to  a  finding  as  to  aflatoxin 
content  as  shown  by  the  results  of 
further  chemical  assay,  after  shipment. 

(b)  To  be  eligible  for  indemnification, 
such  a  lot  of  peanuts  shall  have  been 
inspected  and  certified  as  meeting  the 
qu^ty  requirements  for  Indemnifiable 
Grades  as  specified  in  paragraph  (a)  of 
the  Outgoing  quality  regulation  (7  CFR 

998.200) ,  shall  have  met  all  other 
applicable  regulations  issued  pursuant 
thereto,  including  the  pretesting 
requirements  in  paragraphs  (a)  and  (c)  of 
the  Outgoing  quality  regulation  and  the 
lot  identification  shall  have  been 
maintained.  If  the  Committee  concludes, 
based  on  further  assays,  that  the  lot  is 

so  high  in  aflatoxin  that  it  should  be 
handled  pursuant  to  this  section  and 
such  is  concurred  in  by  the  Agricultural 
Marketing  Service,  the  lot  shall  be 
accepted  for  indemnification. 


(c)  The  indemnification  payment  shall 
be  transportation  expenses  (excluding 
demurrage,  loading  and  unloading 
charges,  custom  fees,  border  re-entry 
fees,  etc.)  fixtm  the  handler’s  plant  or 
storage  to  the  point  within  the 
Continental  United  States  or  Canada 
where  the  rejection  occurred  and  from 
such  point  to  a  delivery  point  specified 
by  the  Committee  if  the  lot  is  found  by 
the  Committee  to  be  imwholesome  as  to 
aflatoxin  after  such  lot  had  been 
certified  negative  as  to  eiflatoxin  prior  to 
being  shipi>i^  or  otherwise  disposed  of 
for  human  consumption  by  the  handler 
pursuant  to  requirements  of  the 
Outgoing  quality  regulation  (7  CFR 
998.200). 

(d)  Claims  for  indemnification  may  be 
filed  by  any  handler  sustaining  a  loss  as 
a  result  of  a  buyer  withholding  fix)m 
human  consumption  a  portion  or  all  of 
the  product  made  fiom  a  lot  of  peanuts 
which  has  been  determined  to  ^ 
vmwholesome  due  to  aflatoxih.  The 
Committee  shall  pay  such  claims  as  it 
determines  to  be  valid,  to  (he  extent  of 
the  equivalent  indemnification  value 
applicable  to  the  peanuts  used  in  the 
product  so  withheld.  On  products 
manufactiued  firom  edible  quality  grades 
of  peanuts,  such  claims  may  be  fil^ 
with  the  committee  no  later  than 
November  1  of  the  second  year 
following  the  year  in  which  the  peanuts 
were  pit^uced. 

(e)  Notice  of  claims  for 
indemnification  on  peanuts  of  the 
current  crop  year  shall  be  received  by 
the  Committee  (by  mail  or  legible 
facsimile)  no  later  than  the  close  of  the 
business  day  on  November  1,  following 
the  end  of  the  crop  year.  For  the 
purpose  of  this  paragraph,  “notice” 
shall  be  defined  as  the  covering 
(executed  and  signed)  Form  P AC-5, 
accompanied  by  a  copy  of  the 
applicable  valid  grade  inspection 
certificate  and  the  lab  certificate 
showing  the  aflatoxin  assay  results 
which  caused  the  request  for  rejection. 

(f)  Each  handler  shall  include, 
directly  or  by  reference,  in  the  handler’s 
sales  contract,  the  following  provisions: 

(1)  Buyer  shall  give  the  Peanut 
Administrative  Committee  (Committee) 
office  notice  of  any  request  made  to  the 
Federal  or  Federal-State  Inspection 
Service  for  an  “appeal”  inspection  for 
aflatoxin.  Results  of  the  “appeal” 
inspection  will  be  reported  by  the 
Federal  or  Federal-State  Inspection 
Service  or  other  designated  lab  to 
Committee  management.  If  the 
Committee  management  determines  that 
the  test  results  of  the  “appeal”  sample 
show  the  lot  to  be  high  in  aflatoxin. 
Committee  management  shall  inform 
the  buyer  and  handler  of  the  results.  In 
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National  Environmental  Policy  Act 
Certi6cation 

The  Administrator  of  RUS  has 
determined  that  this  proposed  rule  will 
not  significantly  affect  the  quality  of  the 
hiunan  environment  as  defined  by  the 
National  Environmental  Policy  Act  of 
1969  (42  U.S.C.  4321  et  seq.)  Therefore, 
this  action  does  not  require  an 
environmental  impact  statement  or 
assessment. 

Catalog  of  Federal  Domestic  Assistance 

The  program  described  by  this 
propos^  rule  is  listed  in  the  Catalog  of 
Federal  Domestic  Assistance  programs 
under  No.  10.851,  Rural  Telephone 
Loans  and  Loan  Guarantees;  and  No. 
10.852,  Rural  Telephone  Bank  Loans. 
This  catalog  is  available  on  a 
subscription  basis  from  the 
Superintendent  of  Dociunents,  the 
United  States  Government  Printing 
Office,  Washington,  DC  20402. 

Executive  Order  12372 

This  proposed  rule  is  excluded  from 
the  scope  of  Executive  Order  12372, 
Intergovernmental  Consultation,  which 
may  require  consultation  with  State  and 
local  officials.  A  Notice  of  Final  rule 
titled  Department  Programs  and 
Activities  Excluded  finm  Executive 
Order  12372  (50  FR  47034)  exempts 
RUS  and  RTB  loans  and  loan 
guarantees,  and  RTB  bank  loans,  to 
governmental  and  nongovernmental 
entities  finm  coverage  under  this  Order. 

Background 

RUS  issues  publications  titled 
“Bulletin”  which  serve  to  guide 
borrowers  regarding  already  codified 
policy,  procedures,  emd  requirements 
needed  to  manage  loans,  loan  guarantee 
programs,  and  the  security  instruments 
which  provide  for  and  secure  RUS 
financing.  RUS  issues  standards  and 
specifications  for  the  construction  of 
telephone  facilities  financed  with  RUS 
Loan  Funds.  RUS  proposes  to  rescind 
Bulletin  345-63,  “RUS  Standard  for 
Acceptemce  Tests  and  Measinements  of 
Telephone  Plant,  PC— 4,”  and  to  codify 
this  standard  at  7  CFR  1755.400  through 
7  CFR  1755.407,  RUS  Standard  for 
Acceptance  Tests  and  Measurements  of 
Telecommimications  Plant. 

This  standard  is  used  to  determine  the 
acceptability  of  installed 
teleconununications  plant.  The  current 
standard  with  regard  to  copper  cable 
plant  acceptance  tests  and 
measiirements  has  become  outdated  as  a 
result  of  technological  advancements 
made  in  copper  cable  plant  acceptance 
test  methods  during  the  past  foiuteen 
years.  Therefore  to  assure  RUS 
borrowers  that  their  installed  copper 


cable  plant  is  of  the  highest  quality,  the 
revised  standard  will  update  acceptance 
test  and  measurement  methods  for 
copper  cable  plant. 

There  is  currently  a  need  to  include 
into  the  standard  a  section  dealing  with 
standardized  test  methods  and 
measurements  for  installed  fiber  optic 
cable  plant.  Presently  acceptance  test 
methods  and  measiuements  for  fiber 
optic  cable  plant  are  developed  by  each 
consulting  engineer  resulting  in  a 
variety  of  test  methods  and 
measurements  which  in  turn  results  in 
higher  construction  costs  to  RUS 
borrowers.  By  providing  standardized 
acceptance  test  methods  and 
measiuements  for  fiber  optic  cable 
plant,  RUS  will  be  assisting  its 
borrowers  by  decreasing  their 
construction  costs  for  fiber  optic  cable 
installation. 

There  is  ciurently  a  need  to  include 
into  the  standard  a  section  dealing  with 
standardized  test  methods  and 
measurements  for  voiceband  data 
transmission.  Because  RUS  borrowers 
are  increasing  their  usage  of  modems  to 
transmit  data  over  telecommimications 
transmission  facilities,  standardized  test 
methods  and  measurements  are  needed 
to  ensure  that  the  transmission  facilities 
are  acceptable  for  data  transmission. 

There  is  presently  a  need  to  include 
into  the  current  standard  a  standardized 
shield  or  armor  ground  resistance  test 
method  and  a  minimum  requirement  to 
determine  when  the  outer  cable  jacket  is 
damaged  as  a  result  of  the  installation 
procedures.  This  standard  test  method 
emd  minimum  requirement  will  result  in 
cost  savings  to  RUS  borrowers  because 
the  variety  of  test  methods  and 
minimum  requirements  presently  being 
used  by  consulting  engineers  and 
contractors  will  be  eliminated. 

This  action  establishes  RUS 
standardized  acceptance  test  methods 
and  measurements  to  determine 
acceptability  of  installed 
telecommunications  plant.  These 
standardized  acceptance  test  methods 
and  measurements  will  afford  RUS 
telephone  borrowers  an  economical  and 
efficient  means  of  reducing  their 
construction  costs. 

List  of  Subjects  in  7  CFR  Part  1755 

Loan  programs-communications. 
Reporting  and  recordkeeping 
requirements.  Rural  areas.  Telephone. 

For  the  reasons  set  out  in  the 
preamble,  RUS  proposes  to  amend 
chapter  XVII  of  title  7  of  the  Code  of 
Federal  Regulations  as  follows: 


PART  1755— TELECOMMUNICATIONS 
STANDARDS  AND  SPEaFICATIONS 
FOR  MATERIALS,  EQUIPMENT  AND 
CONSTRUCTION 

1.  The  authority  citation  for  part  1755 
continues  to  read  as  follows: 

Authority:  7  U.S.C.  901  etseq.,  1921  et 
seq.,  6941  et  seq. 

§1755.97  [Amended] 

2.  Section  1755.97  is  amended  by 
removing  the  entry  RUS  Bulletin  345-63 
from  the  table. 

3.  Section  1755.98  is  amended  by 
adding  the  entry  1755.400  through 
1755.407  to  the  table  in  numerical  order 
to  read  as  follows: 

§  1 755.98  List  of  telephone  standards  and 
specifications  included  in  other  7  CFR 
parts. 

***** 


Section 

Issue 

date 

Title 

1755.400 

[Effec- 

.RUS  Standard 

through 

tive 

for  Accept- 

1755.407. 

date 

ance  Tests 

of 

and  Measure- 

final 

ments  of 

rule.]. 

Telecommuni- 
"cations  Plant. 

* 

* 

4.  Sections  1755.400  through 
1755.407  are  added  to  read  as  follows: 


§  1755.400  RUS  standard  for  acceptance 
tests  and  measurements  of 
telecommunications  plant 

Sections  1755.400  through  1755.407 
cover  the  requirements  for  acceptance 
tests  and  measurements  on  installed 
copper  and  fiber  optic 
telecommunications  plant  and 
equipment. 

§  1755.401  Scope. 

(a)  Acceptance  tests  outlined  in 
§§  1755.400  through  1755.407  are 
applicable  to  plant  constructed  by 
contract  or  force  account.  This  testing 
standeurd  provides  for  the  following: 

(1)  Specific  types  of  tests  or 
measurements  for  the  different  types  of 
telecommunications  plant  and 
equipment; 

(2)  The  method  of  measurement  and 
types  of  measuring  equipment; 

(3)  The  expected  results  and 
tolerances  permitted  to  meet  the 
acceptable  standards  and  objectives; 

(4)  Suggested  formats  for  recording 
the  results  of  the  measurements  and 
tests;  and 

(5)  Some  probable  causes  of 
nonconformance  and  methods  for 
corrective  action,  where  possible. 
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(b)  Alternative  methods  of 
measurements  that  provide  suitable 
alternative  results  shall  be  permitted 
with  the  concurrence  of  the  Rural 
Utilities  Service  (RUS). 

(c)  For  the  purpose  of  this  testing 
standard,  a  ‘'measurement”  shall  be 
defined  as  an  evaluation  where 
quantitative  data  is  obtained  (e.g., 
resistance  in  ohms,  structuual  return 
loss  in  decibels  (dB),  etc.)  and  a  “test” 
shall  be  defined  as  an  evaluation  where 
ho  quantitative  data  is  obtained  (e.g.,  a 
check  mark  indicating  conformance  is 
usually  the  result  of  the  test). 

(d)  The  sequence  of  tests  and 
measiuements  described  in  this 
standard  have  been  prepared  as  a  guide. 


Variations  firom  the  sequence  may  be 
necessary  on  an  individual  application 
basis. 

(e)  There  is  some  overlap  in  the 
methods  of  testing  shown;  also,  the 
extent  of  each  phase  of  testing  may  vary 
on  an  individual  basis.  The  borrower 
shall  determine  the  overall  plan  of 
testing,  the  need  and  extent  of  testing, 
and  the  responsibility  for  each  phase  of 
testing. 

§  1755.402  Ground  resistance 
measurements. 

(a)  The  resistance  of  the  central  office 
(CO)  and  the  remote  switching  terminal 
(RST)  ground  shall  be  measui^  before 
and  alter  it  has  been  bonded  to  the 
master  ground  bar  (MGB)  where  it  is 


connected  to  the  building  electric 
service  groimd. 

(b)  The  grovmd  resistance  of  electronic 
equipment  such  as  span  line  repeaters, 
carrier  terminal  equipment, 
concentrators,  etc.  shall  be  measured. 

(c)  Method  of  measurement.  The 
connection  of  test  equipment  for  the 
groimd  resistance  measurement  shall  be 
as  shown  in  Figure  1.  Refer  to  RUS 
Bulletin  1751F-802,  ‘‘Electrical 
Protection  Grounding  Fundamentals,” 
for  a  comprehensive  discussion  of 
ground  resistance  measurements. 

(d)  Test  equipment.  ‘The  test 
equipment  for  making  this  measurement 
is  shown  in  Figure  1  as  follows: 

BILLMO  CODE  3410-18-P 


FIGURE  1 

GROUND  RESISTANCE  MEASURE.MENT© .  @ 


Grounds 


nj  Msosursmsnt  proccdurs  for  COs,  RSTs,  ond  sisctronic  squipmsnt  housings  opgronmotsly 
10  ft  by  10  ft  (3  m  by  3m)  or  smotlsr  shoH  bs  os  foHour  Ths  minimum  disloncs 
bstwosn  ths  CO  ground  (C,)  bsing  tsstsd  ond  Cs  •  100  ft  (30.S  m).  Toko  sovorol 
msosursmsnts  moving  Pf  torn  SO  ft  to  7S  ft  (i&2  m  to  23  m)  o«oy  from  CO  ground 
Cg-  Rssistottcs  should  mHioiy  riss  thsn  Isvsl  off  ond  thsn  stort  rising  ogoin.  Ths 
v5us  to  rscord  for  CO  ground  rssistance  is  ths  volus  shsrs  it  Isvsis  off  shich  usuolty 
should  occur  with  Pg  ot  62  X  of  ths  dietaries  bstwosn  ths  CO  ground  and  Cg. 

Msosursmsnt  proesdurs  for  COs,  RSTs.  and  sisetronie  squipmsnt  housings  lorgsr  thsn 
10  ft  by  10  ft  (3  m  by  3  m)  shod  bs  in  oceordorKS  with  ths  tost  squipmsnt 
monufoctursT's  kistructions. 

Oynotsl  Rsssorch-Vkroground,  Gsnsrol  Rodio-Msggsr  Brkfgs. 

Associots  Rsssorch— Msgohm  Motor  or  squivolsnt. 


BILUNQ  CODE  3410-16-C 

(e)  Applicable  results.  (1)  For  the  CO 
and  RST,  the  resistance  after  the  bond 
has  been  made  to  the  MGB  electric 
service  ground  shall  not  exceed  5  ohms. 
Where  the  measured  ground  resistance 
exceeds  5  ohms,  the  borrower  shall 
determine  what  additional  grounding,  if 
any,  shall  be  provided. 

(2)  For  electronic  equipment,  the 
ground  resistance  shall  not  exceed  25 
ohms.  Where  the  measured  ground 
resistance  exceeds  25  ohms,  the 
borrower  shall  determine  what 


additional  grounding,  if  any,  shall  be 
provided. 

(3)  When  groimd  resistance 
measurements  exceed  the  ground 
resistance  requirements  of  paragraphs 
(e)(1)  and  (e)(2)  of  this  section,  refer  to 
RUS  Bulletin  1751F-802,  ‘‘Electrical 
Protection  Grounding  Fundamentals,” 
for  suggested  methods  of  reducing  the 
ground  resistance. 

(f)  Data  record.  Results  of  the  CO  and 
RST  ground  resistance  measurements 
shall  be  recorded.  A  suggested  format 


similar  to  Format  I,  Outside  Plant 
Acceptance  Tests — Subscriber  Loops,  in 
§  1755.407  or  a  format  specified  in  the 
applicable  construction  contract  may  be 
used.  Results  of  the  electronic 
equipment  ground  resistance 
measurements  shall  be  recorded.  A 
suggested  format  similar  to  Format  0, 
Outside  Plant  Acceptance  Tests — ^Trunk 
Circuits,  in  §  1755.407  or  a  format 
specified  in  the  applicable  construction 
contract  may  be  used.  Data  showing 
approximate  moisture  content  of  the  soil 
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at  the  time  of  measiurement,  the 
temperature,  the  type  of  soil  and  a 
description  of  the  test  equipment  used 
shall  also  be  included. 

(g)  Probable  causes  for 
nonconformance.  Refer  to  RUS  Bulletin 
1751F-802,  "Electrical  Protection 
Grounding  Fimdamentals,”  and 
Telecommunications  Engineering  and 
Construction  Manual  (TEScCM)  Section 
810,  “Electrical  Protection  of  Electronic 
Analog  and  Digital  Central  Office 
Equipment,”  for  possible  causes  of 
nonconformance  and  suggested  methods 
for  corrective  action. 

§  1756.403  Copper  cable 
telecommunications  plant  measurements. 

(a)  Shield  or  shield/armor  continuity. 

(1)  Tests  and  measurements  shall  be 
made  to  ensure  that  cable  shields  or 
shield/armors  are  electrically 
continuous.  There  are  two  areas  of 
concern.  The  first  is  shield  or  shield/ 


armor  bonding  within  a  pedestal  or 
splice  and  the  second  is  shield  or 
shield/armor  continuity  between 
pedestals  or  splices. 

(2)  Measmement  techniques  outlined 
here  for  verification  of  shield  or  shield/ 
armor  continuity  are  applicable  to 
biuied  cable  plant.  Measurements  of 
shield  continmty  between  splices  in 
aerial  cable  plant  should  be  made  prior 
to  completion  of  splicing.  Conclusive 
results  cannot  be  obtained  on  aerial 
plant  after  all  bonds  have  been 
completed  to  the  supporting  strand, 
miiltigroimded  neutrd,  etc. 

(3)  Method  of  measurement,  (i)  The 
shield  or  shield/annor  resistance 
measiirements  shall  be  made  between 
pedestals  or  splices  using  either  a 
Wheatstone  bridge  or  a  volt-ohm  meter. 
For  loaded  plant,  measurements  shall  be 
made  on  cable  lengths  that  do  not 
exceed  one  load  section.  For  nonloaded 


plant,  measinements  shall  be  made  on 
cable  lengths  that  do  not  exceed  5,000 
feet  (ft)  (1,524  meters  (m)).  All  bonding 
wires  shall  be  removed  ^m  the 
bonding  lugs  at  the  far  end  of  the  cable 
section  to  measured.  The  step-by-step 
measurement  procedure  shall  be  as 
shown  in  Figvire  2. 

(ii)  Cable  shield  or  shield/tumor 
continuity  within  pedestals  or  splices 
shall  be  measured  with  a  cable  ^eld 
splice  continuity  test  set.  The  step-by-  . 
step  measurement  procedure  outlin^  in 
the  manufacturer’s  operating 
instructions  for  the  specific  test 
equipment  being  used  shall  be  followed. 

(4)  Test  equipment,  (i)  The  test 
equipment  for  measiuing  cable  shield  or 
shield/armor  resistance  between 
pedestals  or  splices  is  shown  in  Figure 
2  as  follows: 

BU.LIIIQ  CODE  3410-1S-P 


FIGURE  2 

SHIELD  OR  SHIELD/ARMOR  RESISTANCE  MEASUREMENT 


StHirt  and  connoct 

_  A.  Sat  ■RES.-VAR-MUR'  Kay  to  "RES’. 

I  onioia/VTnar  ^  ^  •RVM-CA-HB."  Switch  to  *RVM'. 

I  „  „  C  Sat  "INT-BA-Exr  Switch  to  iNr. 

I  r - Cobla  Poir  q  connoct  Polr  to  Tomninol*  X,  ond  X2 

- 

I  "  l”*  E.  Nu»  galwonomalor  by  oporoting 

I  ‘MULTIPLY  BY*  and  DECADE*  didi  of 

j  Cobla  ShWd— I  bridga.  Uoa  lowoat  sonoitivity  ronga. 

I  or  ShMd/Annor  F.  Multiply  *DECADe*  roodkig  in  ohms  by 

I  *MULTin.Y  BY*  ratio  to  obtoin  vohia  of 

tha  Loop  Rosistanca  (R| ).  Rocord  this 
vahis. 

Whootstona  Bridga  (Loads  A  Northrup  5430A  or  oqulvolant) 


I  Cobla  ShioM-l 
I  or  ShMd/Annor 


I  Cobla  ShMd-l 
I  or  ShMd/Annor 


A.  Sat  Kays  and  Switchos  os  in  STEP  1, 

A  through  C,  obovo. 

B.  Connoct  Shortod  Poir  and  ShMd  to 
Torminols  X|  and  X2  os  shown. 

.RBQgOUSE. 

C.  Nun  golvanomotar  os  in  STEP  1,  E,  obovo. 

D.  Obtain  vokio  of  Rosistonca  (lb)  os  in 
STEP  1.  F.  obovo. 


STEP  3 

COMPUTE  THE  SHIELO  OR  SHIELO/ARMOR  RESISTANCE  (R$) 

Rs-<b-T- 


BILLMQ  CODE  941D-16-P 

(ii)  A  cable  shield  splice  continuity 
tester  shall  be  used  to  measiure  shield  or 
shield/armor  continuity  within 
pedestals  or  splices. 


(5)  Applicable  results,  (i)  The  shield 
or  shield/armor  resistance  per  1000  ft 
and  per  kilometer  (km)  for  cable 
diameters  and  types  of  shielding 


materials  are  given  in  Table  1  (English 
Units)  and  Table  2  (Metric  Units), 
respectively,  as  follows: 


Table  1.— Shield  Resistance  @  68  “F  (20  *C)  Cable  Diameters  Versus  Shield  Types  (English  Units) 


Outside  diameter  inches  (inch) 


Nominal  resistance  ohm/1000  ft 
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Table  1.— Shield  Resistance  @  68  ®F  (20  “C)  Cable  Diameters  Versus  Shield  Types  (English  Units)— 

Continued 


Outside  diameter  inches  (inch) 


0.50-0.59  . 

0.60-0.69  . 

0.70-0.79  . 

0.80-0.89  . 

0.90-0.99  . 

1.00-1.09  . 

1.10- 1.19  . . 

1.20- 1.29  . 

1.30- 1.39  . . 

1.40- 1.49  . 

1.50- 1.59  . 

1.60- 1.69  . 

1.70- 1.79  . 

1.80- 1.89  ...» . . . - . 

1.90- 1.99  . 

2.00-2.09  . . . 

2.10- 2.19  . . 

250-2.29  . 

2.30- 2.39  . . 

2.40- 2.49  . . . . . 

2.50- 2.59  . — 

200-2.69  . . . . . 

2.70- 2.79  . - . 

2.80- 2.89  . 

2.90- 2.99  . 

3.00-3.09  . . . . 

3.10- 3.19  . 

3.20- 3.29  . 

3.30- 3.39  . — . 

3.40- 3.49  . . . 

3.50- 3,59 . .« . . 

3.60- 3.69  . 

3.70- 3.79  . . . . 

3.80- 3.89  . - . 

3.90- 3.99  . 

4.00-4.99  . . 


Nominal  resistarx»  ohm/1000  ft 


B 

C 

D 

E 

F' 

0.64 

,  158 

1.37 

1.63 

1.91 

4.58 

0.51 

1.03 

1.10 

1.31 

1.53 

3.67 

0.44 

0.88 

0.94 

1.31 

3.14 

0.38 

0.77 

0.82 

1.14 

2.74 

0.35 

0.69 

0.74 

. 

1.03 

2.47 

0.31 

0.62 

0.66 

. . . . 

0.92 

250 

0.28 

0.56 

0.60 

0.84 

2.00 

0.26 

0.51 

0.65 

0.77 

1.84 

0.24 

0.48 

0.51 

0.71 

1.70 

0.22 

0.44 

0.47 

0.65 

1.57 

0.21 

0.41 

0.44 

. 

0.61 

1.47 

0.19 

0.38 

0.41 

. 

0.57 

1.37 

0.18 

0.37 

0.39 

0.54 

1.30 

0.17 

0.35 

0.37 

0.51 

154 

0.16 

0.33 

0.35 

0.49 

1.17 

0.15 

'  0.31 

0.33 

0.46 

1.10 

0.15 

059 

0.31 

0.43 

1.03 

0.14 

058 

0.30 

0.42 

1.00 

0.14 

057 

059 

0.40 

0.97 

0.13 

055 

057 

0.38 

0.90 

0.12 

054 

056 

0.36 

0.87 

0.12 

053 

055 

. . 

0.35 

0.83 

0.11 

052 

054 

0.33 

0.11 

052 

054 

.  ........ 

0.33 

0.80 

0.11 

052 

053 

. 

0.32 

0.77 

0.10 

051 

052 

0.31 

0.73 

0.10 

050 

051 

0.29 

0.70 

0.10 

050 

051 

. 

0.29 

0.70 

0.09 

0.19 

050 

. . . 

0.28 

0.67 

0.09 

0.18 

0.19 

056 

0.63 

0.18 

0.19 

0.26 

0.63 

■wll 

0.17 

0.18 

. . . 

0.25 

0.08 

0.17 

0.18 

0.25 

0.60 

0.16 

0.17 

0.24 

0.57 

0.08 

0.16 

0.17 

0.24 

0.57 

0.07 

0.15 

0.16 

0.22 

0.53 

Where: 

Column  A— 10  mil  Copper  shield. 

Column  B — 5  mil  Copper  shield. 

Column  C — 8  mil  Coated  Aluminum  and  8  mil  Coated  Aluminum/6  mil  Coated  Steel  shields. 

Column  D— 7  mil  Alloy  194  shield. 

Cokjmn  E — 6  mil  Alloy  194  and  6  mil  Copper  Clad  Stainless  Steel  shields. 

Column  F — 5  mil  Copper  Clad  Stainless  Steel  arxl  5  mil  Copper  Clad  Alloy  Steel  shields. 

Table  2.— Shield  Resistance  @  68®F  (20°C)  Cable  Diameters  Versus  Shield  Types  (Metric  Units) 


Outside  diameter  millimeters  (mm)  . 

Nominal  resistance  ohm/km 

A 

B 

C 

D 

E 

F 

2.53 

5.05 

5.41 

6.43 

7.55 

18.08 

12.7-15.0  . . . . . - . - . 

2.10 

4.20 

4.49 

5.35 

6.27 

15.03 

15.2-17.5  . . . 

1.67 

3.38 

3.61 

4.30 

5.02 

12.04 

17ft_901  . 

1.44 

2.89 

3.08 

4.30 

10.30 

20  3-22.6  . - . 

1.25 

2.53 

2.69 

3.74 

8.99 

22  9-2^1 .  . . 

1.15 

_  2.26 

2.43 

3.38 

8.10 

25  4-27  7  .  . 

1.02 

^  2.03 

2.16 

3.02 

722 

27  9-30  2  . . . . 

0.92 

1.84 

1.97 

2.76 

6.56 

30.5-32.8  . 

0.85 

1.67 

1.80 

2.53 

6.04 

0.79 

1.57 

1.67 

2.33 

5.58 

.  . 

35  6-37  ft  . 

0.72 

1.44 

1.54 

2.13 

5.15 

351-404  . 

0.69 

1.34 

1.44 

2.00 

4.82 

40  6-42  9  .  . , . . 

0.62 

1.25 

1.34 

1.87 

4.49 

43  2-46  6  . . . 

0.59 

1.21 

1.28 

1.77 

4.26 

45  7-45  0  . 

0.56 

1.15 

1.21 

1.67 

4.07 

453-506  . 

0.52 

1.08 

1.15 

1.61 

3.84 

50  5-53  1  . 

0.49 

1.02 

1.08 

1.51 

3.61 

.63 .3-55  6  . 

0.49 

0.95 

1.02 

1.41 

3.38 

559-552  .  . 

0.46 

0.92 

0.98 

1.38 

328 

58.4-60.7  . . . 

0.46 

0.89 

0.95 

1.31 

3.18 
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Table  2.— Shield  Resistance  @  68°F  (20°C)  Cable  Diameters  Versus  Shield  Types  (Metric  Units)— Continued 


Outside  diameter  millimeters  (mm) 

Nominal  resistance  ohm/km 

A 

B 

C 

D 

E 

F 

61.0-632  . 

0.43 

0.82 

0.89 

1.25 

2.95 

a  . 

0.39 

0.79 

0.85 

1.18 

2.85 

66.0-68.3  . . . 

0.39 

0.75 

0.82 

1.15 

2.72 

^^70  9  . . 

0.36 

0.72 

0.79 

1.08 

2.62 

71.1-73.4  . . . . . 

0.36 

0.72 

0.79 

1-Oe 

2.62 

73.7-75.9  . . . 

0.36 

0.72 

0.75 

1.05 

2.53 

762-78.5  . ; . 

0.33 

0.69 

0.72 

1.02 

2.39 

7fl  7-81  0  . . . 

0.33 

0.66 

0.69 

0.95 

2.30 

81  3-83  6  . . 

0.33 

0.66 

0.69 

0.95 

2.30 

M.6-86.1  . . . 

0.29 

0.62 

0.66 

0.92 

2.20 

aaa-AAR  . 

0.29 

0.59 

0.62 

0.85 

2.07 

88  9-612  . . . - . 

0.29 

0.59 

0.62 

0.85 

2.07 

Qia_c«7  . 

0.26 

0.56 

0.59 

0.82 

1.97 

94.0-96.3  . . . 

0.26 

0.56 

0.59 

0.82 

1.97 

%<>-988  ,  ,  ,  . 

0.26 

0.52 

0.56 

0.79 

1.87 

QQ  1-101  a  . 

026 

0.52 

0.56 

0.79 

1.87 

iOiR-inaQ  . . 

0.23 

0.49 

0.52 

0.72 

1.74 

Where: 

Column  A— 10  mil  Copper  shield. 

Column  B— 5  mil  Cop^  shield. 

Colunm  C— 8  mil  Coated  Aluminum  and  8  mil  Coated  Aluminum/6  mil  Coated  Steel  shields. 
Column  D — 7  mi!  Alloy  194  shield. 

Column  E — 6  mil  Alloy  194  and  6  mil  Copper  Clad  Stainless  Steel  shields. 

Column  F— 6  mil  Cop^r  Clad  Stainless  Steel  and  5  mil  Copper  Clad  Alloy  Steel  shields. 


(ii)  All  values  of  shield  and  shield/ 
armor  resistance  provided  in  Tables  1 
and  2  in  paragraph  (a)(5)(i)  of  this 
section  are  considered  approximations. 
If  the  measured  value  corrected  to 
{20®C)  is  within  ±  30  percent  (%).of  the 
value  shown  in  Table  1  or  2,  the  shield 
and  shield/armor  shall  be  assiuned  to  be 
continuous. 

(iii)  To  correct  the  measured  shield 
resistance  to  the  reference  temperature 
of  68®F  (20®C)  use  the  following 
formulae: 

R68=R(  /  (1  +  A(t  -  68)]  for  English 
Units 

R2o=R«  /  [1  +  A(t  —  20)]  for  Metric  Units 
Where: 

R68  =  Shield  resistance  corrected  to  SS^F 
in  ohms. 

Rao  =  Shield  resistance  corrected  to  20°C 
in  ohms. 

R(  =  Shield  resistance  at  measurement 
temperature  in  ohms. 

A  =  Temperature  coefficient  of  the 
shield  tape. 

t  =  Measurement  temperature  in  “F  or 
(“C). 

(iv)  The  temperature  coefficient  (A) 
for  the  shield  tapes  to  be  used  in  the 
formulae  referenced  in  paragraph 

(a)(5)(iii)  of  this  section  is  as  follows: 

(A)  5  and  10  mil  copper  =  0.0021  for 
English  units  and  0.0039  for  Metric 
units; 

(B)  8  mil  coated  aluminum  and  8  mil 
coated  aluminum/6  mil  coated  steel  = 
0.0022  for  Enghsh  imits  and  0.0040  for 
Metric  units; 

(C)  5  mil  copper  clad  stainless  steel 
and  5  mil  copper  clad  alloy  steel  = 


0.0024  for  English  units  and  0.0044  for 
Metric  units; 

(D)  6  mil  copper  clad  stainless  steel  = 
0.0019  for  English  units  and  0.0035  for 
Metric  units;  and 

(E)  6  and  7  mil  alloy  194  =  0.0013  for 
English  units  and  0.0024  for  Metric 
imits. 

(v)  When  utilizing  shield  continuity 
testers  to  measure  shield  and  shield/ 
armor  continuity  within  pedestals  or 
splices,  refer  to  the  manidacturer’s 
published  information  covering  the 
specific  test  equipment  to  be  used  and 
for  anticipated  results. 

(6)  Data  record.  Measurement  data 
fix)m  shield  continuity  tests  shall  be 
recorded  together  with  anticipated 
Table  1  or  2  values  (See  paragraph 
(a)(5)(i)  of  this  section.)  in  an 
appropriate  format  to  permit 
comparison.  The  recorded  data  shall 
include  specific  location,  cable  size, 
cable  type,  type  of  shield  or  shield/ 
armor,  if  known,  etc. 

(7)  Probable  causes  for 
nonconformance.  Among  probable 
causes  for  nonconformance  are  broken 
or  damaged  shields  or  shield/armors, 
bad  bonding  harnesses,  poorly 
connected  bonding  clamps,  loose 
bonding  lugs,  etc. 

(b)  Conductor  continuity.  After 
placement  of  all  cable  and  wire  plant 
has  been  completed  and  joined  together 
in  continuous  lengths,  tests  shall  be 
made  to  ascertain  that  all  pairs  are  fi:oe 
from  groimds,  shorts,  crosses,  and 
opens,  except  for  those  pairs  indicated 
as  being  defective  by  the  cable 
manufacturer.  The  tests  for  groimds. 


shorts,  crosses,  and  opens  are  not 
separate  tests,  but  are  inherent  in  other 
acceptance  tests  discussed  in  this 
section.  The  test  for  grounds,  shorts,  and 
crosses  is  inherent  when  conductor 
insulation  resistance  measurements  are 
conducted  per  paragraph  (c)  of  this 
section,  while  tests  for  opens  eue 
inherent  when  tests  are  conducted  for 
loop  resistance,  insertion  loss,  noise,  or 
retvun  loss  measurements,  per 
paragraph  (d),  (e),  or  (f)  of  this  section. 
The  borrower  shall  make  certain  that  all 
defective  pairs  are  corrected,  except 
those  noted  as  defective  by  the  cable 
manufacturer  in  accordance  with  the 
marking  provisions  of  the  applicable 
cable  and  ivire  specifications.  All 
defective  pairs  that  sue  not  corrected 
shedl  be  reported  in  writing  with  details 
of  the  corrective  measures  attempted. 

(c)  Dc  insulation  resistance  (IR) 
measurement.  (1)  IR  measurements  shall 
be  made  on  completed  lengths  of 
insulated  cable  and  wire  plant. 

(2)  Method  of  measurement,  (i)  The  IR 
measurement  shall  be  made  between 
each  conductor  and  all  other 
conductors,  sheath,  shield  and/or 
shield/armor,  and/or  support  wire 
electrically  connected  together  and  to 
the  main  distributing  firame  (MDF) 
groimd.  The  measurement  shall  be  made 
finm  the  central  office  with  the  entire 
length  of  the  cable  under  test  and, 
where  used  with  all  protectors  and  load 
coils  connected.  For  COs  containing 
solid  state  arresters,  the  solid  state 
arresters  ^all  be  removed  before 
making  the  ER  measurements.  Field 
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mounted  voice  frequency  repeaters, 
where  used,  may  be  left  connected  for 
the  IR  test  but  all  carrier  frequency 
equipment,  including  carrier  repeaters 
and  terminals,  shall  be  disconnected. 
Pairs  used  to  feed  power  remote  from 
the  CO  shall  have  the  power 


discoiinected  and  the  tip  and  ring 
conductors  shall  be  opened  before 
making  IR  tests.  All  conductors  shall  be 
opened  at  the  far  end  of  the  cable  being 
measured. 

(ii)  IR  tests  are  normally  made  from 
the  MDF  with  all  CO  equipment 

FIGURE  3 

DC  INSULATION  RESISTANCE  MEASUREMENT 


disconnected  at  the  MDF,  but  this  test 
may  be  made  on  new  cables  at  field 
locations  before  they  are  spliced  to 
existing  cables.  The  methc^  of 
measurement  shall  be  as  shown  in 
Figure  3  as  follows: 

BILUNQ  CODE  3410-15-P 


Not—: 

^  For  hand  eronkod  or  botlory  oporotod  Inaukitian  R— ictonco  T— tars,  tha  output 
voltoda  should  net  — eaad  SOO  volts  dc 

(^For  dc  bridqa  t)ps  Majohnvnatars.  tha  voltopa  oppliad  to  the  conductors  under 
t— t  should  not  axcoad  2S0  volts  dc  ahen  uSin^  Instruments  hoving  ad>jstobla 
t— t  voltoga  levels. 

@Blddle  CO.-Uodsl  BM  20a  Associate  Resaorch-Uodel  263, 

General  Radio-1864  Megohm  Meter,  or  equivalanL 

(^Rap— t  t— t  for  each  conductor  in  coble. 


MLUNQ  CODE  3410-15-C 

(iii)  If  the  IR  of  the  conductor  cannot 
be  measiued  because  of  breakdown  of 
lightning  arresters  by  the  test  voltage, 
the  arrester  units  shall  be  removed  and 
the  conductor  IR  retested.  If  the  IR  then 
meets  the  minimum  requirements,  the 
conductor  will  be  considered 
satisfactory.  Immediately  following  the 
IR  tests,  all  arrester  imits  which  have 
been  removed  shall  be  reinstalled. 

(3)  Test  equipment,  (i)  IR 
measiu^ments  shall  be  made  with  either 
an  insulation  resistance  test  set  or  a 
direct  current  (dc)  bridge  t)rpe 
megohmmeter. 

(ii)  The  IR  test  set  shall  have  an 
output  voltage  not  to  exceed  500  volts 
dc  and  shall  be  of  the  hand  cranked  or 
battery  operated  type. 

(iii)  The  dc  bridge' type  megohmmeter, 
which  may  be  alternating  current  (ac) 
powered,  shall  have  scales  and 
multiplier  which  make  it  possible  to 
accurately  read  IR  firom  1  megohm  to  1 


gigohm.  The  voltage  applied  to  the 
conductors  under  test  shall  not  exceed 
“250  volts  dc”  when  using  an 
instrument  having  adjustable  test 
voltage  levels.  This  will  help  to  prevent 
breakdown  of  lightning  arresters. 

(4)  Applicable  results,  (i)  For  all  new 
insulated  cable  or  wire  facilities,  the 
expected  IR  levels  are  normally  greater 
thm  1,000  to  2,000  megohm-mile  (1,609 
to  3,218  megohm-km).  A  value  of  500 
megohm-mile  (805  megohm-km)  at  GO^F 
(20'’C)  shall  be  the  minimum  acceptable 
value  of  IR.  IR  varies  inversely  with  the 
length  and  the  temperatvire. 

(u)  The  megohm-mile  (megohm-km) 
value  for  a  conductor  may  be  computed 
by  multiplying  the  actual  scale  reading 
in  megohms  on  the  test  set  by  the  len^ 
in  miles  (km)  of  the  conductor  under 
test. 

(iii)  The  objective  insulation 
resistance  may  be  determined  by 
dividing  500  %  the  length  in  miles  (805 
by  the  length  in  km)  of  the  cable  or  wire 


conductor  being  tested.  The  resulting 
value  shall  be  the  minimum  acceptable 
meter  scale  reading  in  megohms. 

(iv)  Due  to  the  difierences  between 
various  insulating  materials  and  filling 
compoimds  used  in  manufacturing 
cable  or  wire,  it  is  impractical  to 
provide  simple  factors  to  predict  the 
magnitude  of  variation  in  insulation 

.  resistance  due  to  temperature.  The 
variation  can,  however,  be  substantial 
for  wide  excursions  in  temperature  from 
the  ambient  temperature  of  GO^F  (20®C). 

(v)  Borrowers  should  be  certain  that 
tip  and  ring  IR  measurements  of  each 
pair  are  approximately  the  same. 
Borrowers  should  also  be  certain  that  IR 
measurements  are  similar  for  cable  or 
wire  sections  of  similar  length  and  cable 
or  wire  type.  If  some  pairs  measiue 
significantly  lower,  borrowers  should 
attempt  to  improve  these  pairs  in 
accordance  with  cable  manufacturer's 
recommendations. 
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Note:  Only  the  megohm-mile  (megohm-km) 
raauirement  thall  be  cause  for  tejection,  not 
inmvidual  measurement  dUforences. 

(5)  Data  record.  The  measurement 
data  shall  be  recorded.  Suggested 
formats  similar  to  Format  I,  Outside 
Plant  Acceptance  Tests — Subscriber 
Loops,  or  Format  n,  Outside  Plant 
Acceptance  Tests — ^Trunk  Circuits,  in 
§  1755.407  or  formats  specified  in  the 
applicable  construction  contract  may  be 
used. 

(6)  Probable  causes  for 
nonconformance,  (i)  ]Vhen  an  IR 
measurement  is  below  500  megohm- 
mile  (805  megohm-km),  the  cable  or 
wire  temperature  at  the  time  of  testing 
must  then  be  taken  into  consideration. 

If  this  temperature  is  well  above  SS^F 
(20°C),  the  measurement  shall  be 
disregarded  and  the  cable  or  wire  shall 
be  remeasmed  at  a  time  when  the 
temperature  is  approximately  BS^F 
(20**C).  If  the  result  is  then  500  megohm- 
mile  (805  megohm-km)  or  greater,  the 
cable  or  wire  shall  be  considered 
satisfactory. 

(ii)  Should  the  cable  or  wire  fail  to 
meet  the  500  megohm-mile  (805 
megohm-km)  requirement  when  the 
temperature  is  known  to  be 
approximately  SO^F  (20**C)  there  is  not 
yet  justification  for  rejection  of  the  cable 
or  wire.  Protectors,  li^tning  arresters, 
etc.,  may  be  a  soiuce  of  low  insulation 


resistance.  These  devices  shall  be- 
removed  firom  the  cable  or  wire  and  the 
cable  or  wire  IR  measurement  shall  be 
repeated.  If  the  result  is  acceptable,  the 
cable  or  wire  shall  be  considered 
acceptable.  The  removed  devices  which 
caused  the  low  insulation  resistance 
value  shall  be  identified  and  replaced, 
if  found  defective. 

(iii)  When  the  cable  or  wire  alone  is 
still  foimd  to  be  below  the  500  megohm- 
mile  (805  megohm-km)  requirement 
after  completing  the  steps  in  paragraph 
(c)(6)(i)  and/or  paragraph  (c)(6)(ii)  of 
this  section,  the  test  sh^  be  repeated  to 
measure  the  cable  or  wire  in  sections  to 
isolate  the  piece(s)  of  cable  or  wire 
responsible.  The  cable  or  wire  section(s) 
that  is  found  to  be  below  the  500 
megohm-mile  (805  megohm-ion) 
requirement  shall  be  either  repaired  in 
accordance  with  the  cable  or  wire 
manufacturer’s  recommended  procedure 
or  shall  be  replaced  as  directed  by  the 
borrower. 

*  (d)  Dc  loop  resistance  and  dc 
resistance  unbalance  measurement.  (1) 
Whan  specified  by  the  borrower,  dc 
loop  resistance  and  dc  resistance 
imbalance  measiuements  shall  be  made 
on  all  cable  pairs  used  as  trunk  circuits. 
The  dc  loop  resistance  and  dc  resistance 
unbalance  measurements  shall  be  made 
between  (X)  locations.  Measurements 


shall  include  all  components  of  the 
cable  path. 

(2)  Dc  loop  resistance  and  dc 
resistance  unbalance  measurements 
shall  be  made  on  all  cable  pairs  used  as 
subscriber  loop  circuits  when: 

(i)  Specified  by  the  borrower, 

(ii)  A  large  number  of  long  loops 
terminate  at  one  location  (similar  to 
trunk  circuits);  or 

(iii)  Circuit  balance  is  less  than  60  dB 
when  computed  firom  noise 
measurements  as  described  in  paragraph 
(e)  of  this  section. 

(3)  Dc  resistance  unbalance  is 
controlled  to  the  maximum  possible 
degree  by  the  cable  specification. 
Allowable  ^random  unbalance  is 
specified  between  tip  and  ring 
conductors  within  each  reel.  Further 
random  patterns  should  occur  when  the 
cable  conductor  size  changes.  C^ble 
meeting  the  unbalance  requirements  of 
the  cable  specification  may  under  some 
conditions  result  in  unacceptable  noise 
levels  as  discussed  in  paragraph 
(d)(6)(iii)  of  this  section. 

(4)  Method  of  measurement.  The 
method  of  measurement  shall  be  as 
detailed  in  Figures  4  and  5. 

(5)  Test  equipment.  The  test 
equipment  is  shown  in  Figures  4  and  5 
as  follows: 

BI  LUNG  CODE  3410-1S-P 


FIGURE  4 

DC  LOOP  RESISTANCE  MEASUREMENT 


SETTINGS  ON  Tr«;T  SfT 

1.  S«t  ‘RES.-VAR-MUR*  K«y  to  HES’. 

2.  S*l  •RW-GA-HIL’  Swdeh  to  "RIAI*. 

3.  S«t  "INT-BA-Exr  Sfriteh  to  Kr. 

4.  Connact  Pair  to  Tarminoli  X)  ond  1^ 
os  shown. 


PROCEDURE 

1.  Null  ^sanomstsr  by  opsrotina 
•multiply  by*  ond  '’DECADE’  dials  of 
bridgo.  Uss  lowsst  ssnsltMty  rang*. 

2.  Multiply  ’DECADE*  rooding  In  ohms  by 
"MULTI^Y  BY*  ratio  to  obtain  value  of 
the  Loop  Resistance. 
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FIGURE  5 

DC  LOOP  RESISTANCE  UNBALANCE  MEASUREMENT 


Extamol  Ground 


SETTlflCS  ON  TFST  T 
1.  Connoct  Tormlnals  Xj  de  es  ihoon. 
Z  Sot  ■RES.-VAR-MUR’  Koy  to  'VAR', 
i  'MULTIPLY  BY*  Switch  to 

4.  Sot  'RVU-CA-tflL'  Switch  to  TtVM'. 

5.  Sot  'WT-BA-Exr  Switch  to  'wr. 


PRQCEPURE 

1.  Nul  goivonomotor  by  operating 
'MULTPLY  by*  and  OCCAOC*  dMo  at 
bridge.  Uoo  iowoot  oonoitivity  range. 

2.  if  continuouiiy  varying  1.  10;  or  100  ohm 
switchoe  from  1  to  999  ohms  producot 
o  deflection  coneistentiy  to  the  left  on 
the  galvanometer,  reverse  the  conductors 
of  the  coble  pair  under  test  to  the 

Xt  A  terminals  of  the  bridge. 


3.  Vary  1,  10,  or  100  ohm  ewKches  ogoin 
unti  deflection  approaches  zero.  Read 
'OCCAOC'  dial  for  Resislance  Unbolance 
in  ohms. 
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(6)  Applicable  results,  (i)  The 
measured  dc  loop  resistance  shall  be 
within  ±  5%  of  the  calculated  dc  loop 
resistance  when  corrected  for 
temperature. 

(ii)  The  calculated  dc  loop  resistance 
is  computed  as  follows: 

(A)  Multiply  the  length  of  each 
difleient  gauge  by  the  applicable 
resistemee  per  unit  leng^  as  shown  in 
Table  3  as  follows: 


Table  3.— DC  Loop  Resistance  @ 
68»F  (20“C) 


American  wire 
gauge  (AWG) 

Lopp  resistance 

Ohms/1000 

ft 

Ohms/km 

19  . 

16.1 

52.8 

22  . 

32.4 

106.3 

24  . 

51.9 

170.3 

26  . . . 

83.3 

273.3 

(B)  Add  the  individual  resistances  for 
each  gauge  to  give  the  total  calculated 
dc  loop  resistance  at  a  temperature  of 
68®F{20“C). 

(C)  Correct  the  total  calculated  dc 
loop  resistance  at  the  temperature  of 
68®F  (20“C)  to  the  measurement 
temperature  by  the  following  formulae: 


Ri=R68xll+0.0022x(t  — 68)]  for  English 
Units 

R«=R2oX[l+0,0040x{t  —  20)]  for  Metric 
Units 
Where: 

Ri=Loop  resistance  at  the  measurement 
temperature  in  ohms. 

R68=Loop  resistance  at  a  temperature  of 
68®F  in  ohms. 

R2o=Loop  resistance  at  a  temperature  of 
20’’C  in  ohms. 

t=Measurement  temperatiue  in  ®F  or 
(“C). 

(D)  Compare  the  calculated  dc  loop 
resistance  at  the  measurement 
temperature  to  the  measured  dc  loop 
resistance  to  determine  compliance  with 
the  requirement  specified  in  paragraph 

(d) (6)(i)  of  this  section. 

(iii)  Resistance  varies  directly  with 
temperature  change.  For  copper 
conductor  cables,  the  dc  resistance 
changes  by  ±  1%  for  every  ±  5®F  (2.8®C) 
change  in  temperature  from  68®F  (20®C). 

(iv)  The  dc  resistance  imbalance 
between  the  individual  conductors  of  a 
pair  shall  not  exceed  that  value  which 
will  result  in  a  circuit  balance  of  less 
than  60  dB  when  computed  from  noise 
measurements  as  described  in  paragraph 

(e)  of  this  section.  It  is  impractical  to 
establish  a  precise  limit  for  overall 
circuit  dc  resistance  unbalance  due  to 
the  factors  controlling  its  contribution  to 


circuit  noise.  These  factors  include 
location  of  the  resistance  lu^balance  in 
relation  to  a  low  impedance  path  to 
ground  (close  to  the  central  office)  and 
the  magnitude  of  unbalance  in  short 
lengths  of  cable  making  up  the  total 
circuit  length.  The  objective  is  to  obtain 
the  minimiun  unbalance  throughout  the 
entire  circuit  when  it  is  ascertained 
through  noise  measmements  that  dc 
resistance  unbalance  may  be 
contributing  to  poor  cable  balance. 

(v)  Pairs  with  poor  noise  balance  may 
be  improved  by  reversing  tip  and  ring 
conductors  of  pairs  at  cable  splices. 
Where  resistance  imbalances  are 
systematic  over  the  total  trunk  circuit  or 
loop  circuit  length,  tip  and  ring 
reversals  may  be  made  at  frequent 
intervals.  Where  the  unbalances  are 
concentrated  in  a  shorter  section  of 
cable,  only  one  tip  and  ring  reversal 
should  be  required.  Concentrated  dc 
resistance  unbalance  produces 
maximum  circuit  noise  when  located 
adjacent  to  the  central  office. 
Concentrated  dc  resistance  unbalance 
will  contribute  to  overall  circuit  noise  at 
a  point  approximately  two-thirds  (%)  of 
the  distance  to  the  subscriber.  All 
deliberate  tip  and  ring  reversals  shall  be 
tagged  and  identified  to  prevent  plant 
persoimel  from  removing  the  reversals 
when  resplicing  these  connections  in 
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the  future.  The  number  of  tip  and  ring 
reversals  shall  be  held  to  a  minimiim. 

(yi)  A  systematic  dc  resistance 
unbalance  can  sometimes  be 
accompanied  by  other  cable  parameters 
that  are  marginal.  Among  these  are  pair- 
to-pair  capacitance  unbalance, 
capacitance  unbalance-to-groimd,  and 
150  kilohertz  (kHz)  crosstalk  loss. 
Engineering  judgment  has  to  be  applied 
in  each  case.  Rejection  of  cable  for 
excessive  dc  resistance  imbalance  shall 
only  apply  to  a  single  reel  length,  or 
shorter. 

(7)  Data  record.  The  measurement 
data  for  dc  loop  resistance  and  dc 
resisttmce  unbalance  shall  be  recorded. 
Suggested  formats  similar  to  Format  I 
for  subscriber  loops  and  Format  11  for 
trunk  circuits  in  §  1755.407  or  formats 
specified  in  the  applicable  construction 
contract  may  be  used. 

(8)  Probable  causes  for 
nonconformance.  Dc  loop  resistance  and 
dc  resistance  imbalance  are  usually  the 
result  of  the  resistance  of  individual 
conductors  used  in  the  manufacture  of 
the  cable.  Resistance  unbalance  can  be 


worsened  by  defective  splicing  of  the 
conductors  (splicing  connectors, 
imprcmer  crimping  tool,  etc.). 

(e)  Subscriber  loop  measurement 
(loop  checking).  (1)  When  specified  by 
the  borrower,  insertion  loss  and  noise 
measurements  shall  be  performed  on 
subscriber  loops  after  connection  of  a 
line  circuit  to  the  loop  by  the  one 
person  method  using  loop  checking 
equipment  from  the  customer  access 
location.  For  this  method,  the  central 
office  should  be  equipped  with  a  900 
ohm  plus  two  microfarad  quiet 
termination  and  a  milliwatt  generator 
having  the  required  test  frequencies;  or 
a  portable  rnilUwatt  generator  having 
the  desired  fiequencies  may  be  used, 
especially,  where  several  small  offices 
are  involved, 

(2)  At  a  minimum,  insertion  loss  and 
frequency  response  of  subscriber  loop 
plant  sh^  be  measured  at  1,000, 1,700, 
2,300,  and  2,800  Hertz  (Hz).  When 
additional  testing  frequencies  are 
desired,  the  addition^  fiequencies  shall 
be  specified  in  the  applicable 
construction  contract. 


(3)  Measurements  of  insertion  loss 
and  noise  shall  be  made  on  five  percent 
or  more  of  the  pairs.  A  minimum  of  five 
pairs  shall  be  tested  on  each  route.  Pairs 
shall  be  selected  on  a  random  basis  with 
greater  consideration  in  the  selection 
given  to  the  longer  loops.  Consideration 
shall  be  given  to  measuring  a  large 
percentage,  up  to  100  percent,  of  all 
loops. 

(4)  Method  of  measurement — (i) 
Insertion  loss.  The  step-by-step 
measurement  procedure  shall  be  as  ' 
shown  in  Figure  6.  The  output  level  of 
the  milliwatt  generator  tones  shall  be 
determined  prior  to  leaving  the  CO.  This 
shall  be  accomplished  by  dialing  the 
milliwatt  generator  number  fi:om  a  spare 
line  at  the  MDF  and  measuring  with  the 
same  equipment  to  be  used  in  the  tests 
at  customer  access  locations.  The  output 
levels  shall  be  recorded  for  reference 
later.  Insertion  loss  measurements  shall 
be  made  across  the  tip  and  ring 
terminals  of  the  pair  under  test.  Figure 

6  is  as  follows: 
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FIGURE  6 

INSERTION  LOSS  AND  FREQUENCY  RESPONSE  MEASUREMENT 
AT  SUBSCRIBER  LOCATION  USING  LOOP  CHECKING  EQUIPMENT 


Control  Offict  CQuipment 


T«l«phon«  Sat  On  Hoofc 


Ullhratt  G«i«roior0 


Stotion  PrelKtor  of  Nolvork 
Intorfoeo  0«ilc«  (MO) 


Loop  Chocking  Equipmont(^,^)  - 1 

Colfcfotioo  Moooufomont  Procodufo 

I.  Boforo  looving  CO  connoct  Loop  1.  ConnocI  Loop  Chocking  oguipmont  ot 

Chocking  oquipmonl  to  ido  lino  at  MOT. .  oubocrkor't  MO  ot  dioon. 

A.  OW  numbor  of  Mlinratt  Gonorotor.  2.  OM  nufnbor  ot  MUhratt  Conorotor  at 

o  a _ .. _ .  ..  .  .  .  ^  control  offlco. 

B.  Rood  and  rocord  output  IomoI  of  oN 

tonot  In  dBm  for  roforonco.  3.  Vorify  by  listonlng  on  tho  tost  tot  that 

tho  tonot  oro  boing  rocohiod. 

Notot: 

4.  Switch  tott  tot  to  Circuit  Lott  modo. 

®  S;^*dT^-t3K  oquholont.  <«m  ot  ooch  froquoncy.  ' 

@N.E.C.-125.  N.E.C.-37B.  Wlcom-136. 

Wlcom-336,  Wlcom— 337,  or  7.  Subtract  tho  output  lovolt  obtorvod  at 

oquivolont.  tho  CO  for  ooch  tono  by  tho  values 

,  ,  ,  ,  obtorvod  at  tho  tubtcrbor  location. 

Do  not  ^vo  test  oquymont  Tho  resultant  volooi  oro  tho  Insertion 

connected  ond  oxpotod  to  ringing  Lost, 

vdtogo  of  incoming  coN.  Ringing 

voltago  could  domogo  tost  equipment.  8.  Disconnoct  loads  of  tost  oguipmont  from 
NIO  when  tests  ore  complotod. 
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(ii)  Noise.  The  step-by-step 
measurement  procedure  shall  be  as 
shown  in  Figure  7,  Prior  to  leaving  the 


CO  for  testing,  dial  the  900  ohm  plus 
two  microfarad  quiet  termination  fi-om  a 
spare  pair  and  measure  the  termination 
to  determine  that  it  actually  is  quiet. 


Qrcuit  noise  (noise-metallic)  shall  be 
measured  at  the  customer  access 
location  across  the  tip  and  ring 
terminals  of  the  pair  under  test.  Power 
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influence  (direct  reading  with  loop  tinit).  The  power  influence 

checking  equipment)  r.hall  be  measiired  measurement  includes  the  entire  talking 
at  the  customer  accest  location  from  tip  connection  from  the  quiet  termination 
and  ring  conductors-to-ground  (this  to  the  customer.  (That  is,  the  power 
connection  is  completed  via  the  test  influence  measurement  includes  all  the 


CO  equipment  which  normally  makes 
up  the  connection.)  Figure  7  is  as 
follows: 

BILLING  CODE  3410-15-P 


FIGURE  7 

NOISE  MEASUREMENT  AT  SUBSCRIBER  LOCATION 
USING  LOOP  CHECKING  EQUIPMENT 


C«ntral  Office  Equipment 


Telephone  Set  On  Hook 


Loop  Checking  Equipment 


•  Colibfotion 

Before  leaving  CO  connect  Loop 
Checking  equipment  to  Idle  line  at 
MOF  (no  outride  plant  ottoched). 

A.  OW  number  of  Quiet  Termination. 

B.  Rood  and  record  Circuit  Noiee  in  dBmc.  3.  Setltch  teet  set  to  Circuit  Noiee  (NM) 

mode. 

Note-  *■  Read  and  record  Cireutt  Noiee  value  in 

dBrnc. 

NX.C.-37B.  ilrieom-136.  Smitch  teet  eet  to  Power  killuence  (PI) 
MDeam-336,  lltleom-337.  or  m/vt. 

equivaient. 

6.  Rood  and  record  Power  bilhidhce  value 
Do  not  leove  teet  equipment  j. 

connected  and  evpoeed  to 

rk^ging  voltoge  of  Incoming  caM.  7.  Compute  and  record  apparent  Bolonce 

Ringing  voltage  could  damage  (Bolwce  >  PI  -  NH). 

teet  equipment  ,  _ _ _  ^  _ _ _ 


1.  Connect  Loop  Checking  equipment  ol 
eubeerber'e  NR)  oe  ehown. 

2.  OW  number  of  (kiiet  Termbiotion  in 
cental  office. 


BILUNO  CODE  3410-1S-C 

(5)  Test  equipment,  (i)  Loop  checking 
equipment  which  is  available  from 
several  manufacturers  may  be  used  for 
these  measurements.  The  equipment 
should  have  the  capability  of  measuring 
loop  current,  insertion  loss,  circuit  noise 
(NM)  and  power  influence  (PI).  The  test 
equipment  manufacturer’s  operating 
instructions  shall  be  followed. 

(ii)  There  should  be  no  measurable 
transmission  loss  when  testing  through 
loop  extenders. 

(6)  Applicable  results — (i)  Insertion 
loss.  (A)  For  D66  loaded  cables  (a 
specific  loading  scheme  using  a  66 
millihenry  inductor  spaced  nominally  at 
4,500  ft  [1,371  m]  intervals)  measured  at 
a  point  one-half  section  length  beyond 
the  last  load  point,  the  measiued 
nonrepeatered  insertion  loss  shall  be 
within  *  10%  at  1000, 1700,  2300,  and 
2800  Hz,  ±  15%  at  3400  Hz  and  ±  20% 

at  4000  Hz  of  the  calculated  insertion 
loss  at  the  same  frequencies  and 
temperatiue. 


(B)  For  H88  loaded -cables  (a  specific 
loading  scheme  using  an  88  millihenry 
inductor  spaced  nominally  at  6,000  ft 
[1,829  m]  intervals)  measured  at  a  point 
one-half  section  length  beyond  the  last 
load  point,  the  measured  nonrepeatered 
insertion  loss  shall  be  within  ^  10%  at 
1000, 1700,  and  2300  Hz,  ±  15%  at  2800 
Hz,  and  ^  20%  at  3400  Hz  of  the 
calculated  insertion  loss  at  the  same 
fi^quencies  and  temperature. 

(C)  For  nonloaded  cables,  the 
measiued  insertion  loss  shall  be  within 
±  10%  at  1000, 1700,  2300,  and  2800  Hz, 
±  15%  at  3400  Hz  and  ±  20%  at  4000  Hz 
of  the  calculated  insertion  loss  at  the 
same  frequencies  and  temperatiue. 

(D)  For  loaded  cables,  the  calculated 
loss  at  each  desired  frequency  shall  be 
computed  as  follows: 

(1)  Multiply  the  length  in  miles  (km) 
of  each  different  gauge  in  the  loaded 
portion  of  the  loop  (between  the  office 
and  a  point  one-half  load  section 
beyond  the  furthest  load  point)  by  the 
applicable  decibel  (dB)/mile  (dB/km) 
value  shown  in  Table  4  or  5.  This  loss 


represents  the  total  loss  for  each  gauge 
in  the  loaded  portion  of  the  loop; 

(2)  Multiply  the  length  in  miles  (lun) 
of  each  different  gauge  in  the  end 
section  or  nonloaded  portion  of  the 
cable  (beyond  a  point  one-half  load 
section  beyond  the  furthest  load  point) 
by  the  applicable  dB/mile  (dB/km) 
value  shown  in  Table  6.  This  loss 
represents  the  total  loss  for  each  gauge 
in  the  nonloaded  portion  of  the  loop; 
and 

(3)  The  total  calculated  insertion  loss 
is  computed  by  adding  the  individual 
losses  determined  in  paragraphs 
(e)(6)(i)(D)(i)  and  (e)(6)(i)(D)(2)  of  this 
section. 

(E)  For  nonloaded  cables,  the 
calculated  loss  at  each  desired 
frequency  shall  be  computed  by 
multiplying  the  length  in  miles  (km)  of 
each  Afferent  gauge  by  the  applicable 
dB/mile  (dB/km)  value  shown  in  Table 
6  and  then  adding  the  individual  losses 
for  each  gauge  to  determine  the  total 
calculate  insertion  loss  for  the 
nonloaded  loop. 
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(F)  The  attenuation  information  in  following  value  for  copper  conductors:  temperature,  use  the  following  value  for 

Tables  4,  5,  and  6  are  based  on  a  cable  For  each  ±  5®F  (*  2.8“C)  change  in  the  copper  conductors:  For  each  *  10®F  (* 

temperature  of  68®F  (20®C).  Insertion  temperature  finm  68*F  (20“C),  change  5.6®C)  change  in  the  temperature  from 

loss  varies  directly  with  temperature.  To  the  insertion  loss  at  any  frequency  by  *  68**F  (20°^,  change  the  insertion  loss  at 

convert  measured  losses  for  loaded  1%.  To  convert  measiued  losses  for  any  frequency  by  1%.  Tables  4,  5,  and 

cables  to  a  different  temperature,  use  the  nonloaded  cables  to  a  different  6  are  as  follows: 


Table  4.— Frequency  Attenuation  @  68"F  (20“C)  D66  Loaded  Exchange  Cables  83  Nanofarad  (nF)/  Mile  (52 

nF/km)  (See  Note) 


Frequency  (Hz) 

Attenuation  dB/nvIe  (dB/km)  AWG 

19 

22 

24 

26 

200  . 

0.41  (0.26) 

0.67  (0.42) 

0.90  (0.56) 

1.21  (0.75) 

400  . 

0.43  (0.26) 

0.77  (0.48) 

1.09  (0.68) 

1.53  (0.95) 

600  . 

0.44  (0.27) 

0.80  (0.49) 

1.17(0.73) 

1.70  (1.06) 

800  . 

0.44  (0.27) 

0.81  (0.50) 

(0.75) 

1.80  (1.12) 

1000  . 

0.44  (0.27) 

0.82  (0.51) 

1.23(0.76) 

1.86  (1.15) 

1200  . 

0.45  (0.28) 

0.83  (0.52) 

1.24  (0.77) 

1.91  (1.19) 

1400  . 

■  0.45  (0.28) 

0.83  (0.52) 

1.26(0.78) 

1.94  (1.20) 

1600  . 

0.45  (0.28) 

0.84  (0.52) 

1.26  (0.78) 

1.96  (1.22) 

1800  . 

0.45  (0.28) 

0.84  (0.52) 

1.27  (0.78) 

1.98  (1.23) 

2000  . 

0.46  (0.29) 

0.85  (0.53) 

1.28(0.79) 

1.99  (1.24) 

2200  . 

0.46  (0.29) 

0.85  (0.53) 

1.29  (0.80) 

2.01  (1.25) 

2400  . 

0.47  (0.29) 

0.86  (0.53) 

1.30  (0.81) 

2.02  (1.26) 

2600  . 

0.47  (0.29) 

0.87  (0.54) 

1.31  (0.81) 

2.04  (1.27) 

2800  . 

0.48  (0.30) 

0.88  (0.55) 

1.32  (0.82) 

2.07(1.29) 

3000  . 

0.49  (0.30) 

0.89  (0.55) 

1.34  (0.83) 

2.10(1.30) 

3200  . 

0.50  (0.31) 

0.91  (0.57) 

1.36  (0.84) 

2.13(1.32) 

3400  . 

0.52  (0.32) 

0.93  (0.58) 

1.40  (0.87) 

2.19  (1.36) 

3600  . 

0.54  (0.34) 

0.97  (0.60) 

1.45(0.90) 

2.26  (1.40) 

3800  . 

0.57  (0.35) 

1.02  (0.63) 

1.52  (0.94) 

2.36  (1.47) 

4000  . 

0.62  (0.38) 

1.10(0.68) 

1.63  (1.01) 

2.53  (1.57) 

Note:  Between  end-section  lengths  of  2,250  ft  (686  m)  for  D66  loading. 


Table  5.— Frequency  Attenuation  @  68‘’F  (20®C)  H88  Loaded  Exchange  Cables  83  nF/  mile  (52  nF/km)  (See 

Note) 


Frequency  (Hz) 

Attenuation  dB/mile  (dB/km)  AWG 

19 

22 

24 

26 

200  . 

0.40  (025) 

0.66  (0.41) 

0.90  <0.56) 

1.20(0.75) 

400  . 

0.42  (0.26) 

0.76  (0.47) 

1.08(0.67) 

1.53  (0.95) 

600  . 

0.43  (027) 

0.79  (0.49) 

1.16(0.72) 

1.70  (1.06) 

800  . 

0.43  (0J27) 

0.80  (0.50) 

1.20  (0.75) 

1.80  (1.12) 

1000  . 

0.43(0.27) 

0.81  (0.50) 

1.23  (0.76) 

1.86  (1.15) 

1200 . 

0.44  (0.27) 

0.82  (0.51) 

1.24  (0.77) 

1.91  (1.19) 

1400  . 

0.44  (0.28) 

0.82  (0.51) 

1.25  (0.78) 

1.94  (1.20) 

1600  . 

0.44  (0.27) 

0.83  (0.52) 

1.26  (0.78) 

1.97  (1.22) 

1800  . 

0.45  (0.28) 

0.84  (0.52) 

1.28(0.79) 

1.99  (1.24) 

2000  . 

0.46  (0.29) 

0.85  (0.53) 

1.29  (0.80) 

2.02  (1.26) 

2200  . 

0.47  (0.29) 

0.86  (0.53) 

1.31  (0.81) 

2.06  (1.28) 

2400  ..... 

0.48  (0.30) 

0.89  (0.55) 

1.34  (0.83) 

2.10(1.30) 

2600  ..... 

0.50  (0.31) 

0.92  (0.57) 

1.39(0.86) 

2.18  (1.35) 

2800  .... 

0.53  (0.33) 

0.97  (0.60) 

1.47(0.91) 

2.29  (1.42) 

3000  .... 

0.59  (0.37) 

1.07  (0.66) 

1.60  (0.99) 

2.48(1.54) 

3200  .... 

0.71  (0.44) 

1.26  (0.78) 

1.87(1.16) 

2.86  (1.78) 

3400  .... 

1.14  (0.71) 

1.91  (1.19) 

2.64  (1.64) 

3.71  (2.30) 

3600  .... 

4.07  (2.53) 

4.31  (2.68) 

4.65  (2.90) 

5.30  (3.29) 

3800  .... 

6.49  (4.03) 

6.57  (4.08) 

6.72  (4.18) 

7.06  (4.39) 

4000  .... 

8.22(5.11) 

827  (5.14) 

8.36  (5.19) 

8.58  (5.33) 

Note:  Between  end-section  lengths  of  3,000  ft  (914  m)  for  H88  loading. 


Table  6.— Frequency  Attenuation  @  68®F  (20°C)  Nonloaded  Exchange  Cables  83  nF/  mile  (52  nF/km) 


Frequency  (Hz) 

Attenuation  dB/mile  (dB/km)  AWG 

19 

22 

24 

26 

200  . . . . . . 

0.58  (0.36) 
0.81  (0.51) 
0.98  (0.61) 
1.13  (0.70) 

0.82  (0.51) 
1.15(0.71) 
1.41  (0.87) 
1.62(1.01) 

1.03(0.64) 
1.45  (0.90) 
1.77  (1.10) 
2.04  (1.27) 

1.30(0.81) 
1.84  (1.14) 
2.26  (1.40) 
2.60  (1.61) 

400 . . . . . . . 

600 . 

800 . . . 
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Table  6.— Frequency  Attenuation  @  68°F  (20“C)  Nonloaded  Exchange  Cables  83  nF/  mile  (52  nF/km)— 

Continued 


1000  . 

1200  . . 

1400  . 

1600  . . . 

1800  . 

2000  . . 

2200  . 

2400  . 

2600  . 

2800  . 

3000  . 

3200  . . 

3400  . 

3600  . 

3800  . 

4000  . - . 


Frequency  (Hz) 


Attenuation  dB/mile  (dB/km)  AWG 

19 

22 

24 

26 

1 .25  (0.78) 

1.80  (1.12) 

2.28  (1.42) 

2.90  (1.80) 

1.36(0.84) 

1.97(1.22) 

2.50  (1.55) 

3.17(1.97) 

1.46  (0.91) 

2.12(1.32) 

2.69(1.67) 

3.42  (2.12) 

.  1.55(0.96) 

2.26  (1.40) 

2.87  (1.78) 

3.65  (2.27) 

1.63(1.01) 

2.39(1.48) 

3.04  (1.89) 

3.87  (2.40) 

1.71  (1.06) 

2.51  (1.56) 

3.20  (1.99) 

4.08  (2.53) 

1.78(1.11) 

2.62  (1.63) 

3.35  (2.08) 

4.27  (2.65) 

1.85  (1.15) 

2.73(1.70) 

3.49  (2.17) 

4.45  (2.76) 

1.91  (1.19) 

2.83  (1.76) 

3.62  (2.25) 

4.63  (2.88) 

1.97  (1.22) 

2.93  (1.82) 

3.75  (2.33) 

4.80  (2.98) 

2.03  (1.26) 

3.02  (1.88) 

3.88  (2.41) 

4.96  (3.08) 

2.08  (1.29) 

3.11  (1.93) 

4.00  (2.48) 

5.12  (3.18) 

2.13(1.32) 

3.19(1.98) 

4.11  (2.55) 

5.27  (3.27) 

2.18(1.35) 

3.28  (2.04) 

4.22  (2.62) 

5.41  (3.36) 

2.22  (1.38) 

3.36  (2.09) 

4.33  (2.69) 

5.55  (3.45) 

2.27  (1.41) 

3.43  (2.13) 

4.43  (2.75) 

5.69  (3.53) 

(G)  For  loaded  subscriber  loops,  the  1 
kHz  loss  shall  be  approximately  0.45  dB 
per  100  ohms  of  measured  dc  loop 
resistance.  This  loss  shall  be  the 
measured  loss  less  the  net  gain  of  any 
voice  frequency  repeaters  in  the  circuit. 
Testing  shall  also  be  conducted  to  verify 
that  the  loss  increases  gradually  as  the 
fiequency  increases.  The  loss  on  H88 
loaded  loops  should  be  down  only 
slightly  at  2.8  kHz  but  drop  rapidly 
above  2.8  kHz.  The  loss  on  D66  loaded 
loops  shall  be  fairly  constant  to  about 
3.4  kHz  and  there  shall  be  good 
response  at  4.0  kHz.  When  voice 
hequency  repeaters  are  in  the  circuit 
there  will  be  some  frequency  weighting 
in  the  build-out  network  and  the  loss  at 
the  higher  frequencies  will  be  greater 
than  for  nonrraeatered  loops. 

(H)  For  nonlnaded  subscriber  loops, 
the  1  kHz  loss  shall  be  approximately 
0.9  dB  per  100  ohms  of  measured  dc 
loop  resistance.  Testing  shall  also  be 
conducted  to  verify  that  the  loss  is 
approximately  a  straight  line  function 
with  no  abrupt  changes.  The  3  kHz  loss 
should  be  approximately  70%  higher 
than  the  1  Idlz  loss. 

(ii)  Noise.  The  principal  objective 
related  to  circuit  noise  (noise-metallic) 
and  the  acceptance  of  new  plant  is  that 
circuit  noise  levels  be  20  dBmc  or  less 
[decibels  above  reference  noise,  C- 
message  weighted  (a  weighting  derived 
from  listening  tests,  to  indicate  the 
relative  annoyance  or  speech 
-impairment  by  an  interfering  signal  of 
frequency  (f)  as  heard  through  a  “500- 
type”  telephone  set)].  For  most  now, 
properly  installed,  plant  construction, 
circviit  noise  will  usually  be 
considerably  less  than  20  dBmc  unless 
there  are  unusually  long  secticms  of 
telephone  plant  in  parallel  with  electric 
power  facilities  and/or  power  influence 


of  paralleling  electric  facilities  is 
abnormally  high.  When  circuit  noise  is 
20  dBmc  or  less,  the  loop  plant  shall  be 
considered  acceptable.  When  measured 
circuit  noise  is  greater  than  20  dBmc, 
loop  plant  shall  still  be  considered 
acceptable  providing  circuit  balzince 
(power  influence  reading  minus  circuit 
noise  readings)  is  60  dB  or  greater  and 
power  influence  readings  are  85  dBmc 
or  greater.  When  circuit  noise  is  greater 
than  20  dBmc  and  circuit  balance  is  less 
than  60  dB  and/or  power  influence  is 
less  than  85  dBmc,  loop  plant  shall  not 
be  considered  acceptable  and  the  loop 
plant  shall  be  remedied  to  make  circuit 
balance  equal  to  or  ^ater  than  60  dB. 

(7)  Data  record.  Measurement  data 
shall  be  recorded.  A  suggested  format 
similm'  to  Format  I  for  subscriber  loops 
in  §  1755,407  or  a  format  specified  in 
the  applicable  construction  contract 
may  be  used. 

(8)  Probable  causes  for 
nonconformance,  (i)  Insertion  loss. 

Some  of  the  more  common  causes  for 
failing  to  obtain  the  desired  results  may 
be  due  to  reversed  load  coil  windings, 
missing  load  coils,  bridge  taps  between 
load  coils,  load  coil  spacing 
irregularities,  excessive  end  sections, 
cables  having  high  or  low  mutual 
capacitance,  load  coils  having  the  wrong 
inductance,  load  coils  inadvertently 
installed  in  nonloaded  loops,  moisture 
or  water  in  cable,  split  pairs,  and 
improperly  spliced  connections.  The 
above  factors  can  occur  singularly  or  in 
combination.  Experience  to  date 
indicates  that  the  most  common 
problems  are  missing  load  coils, 
reversed  load  coil  windings  or  bridge 
taps. 

(ii)  Noise.  Some  of  the  common 
causes  for  failing  to  obtain  the  desired 
results  may  be  due  to  high  power 


influence  from  paralleling  electrical 
power  systems,  poor  telephone  circuit 
balance,  discontinuous  cable  shields, 
inadequate  bonding  and  grovmding  of 
cable  shields,  high  capacitance 
unbalance-to-grormd  of  the  cable  pairs, 
high  dc  loop  resistance  unbalance,  dc 
loop  current  less  than  20  milliamperes, 
etc.  The  above  factors  can  occur 
singulariy  or  in  combination.  See 
TE&CM  Section  451,  Telephone  Noise 
Measurement  and  Mitigation,  for  steps 
to  be  taken  in  reducing 
telecommimications  line  noise. 

(f)  One-person  open  circuit 
measurement  (subscriber  loops).  (1) 
When  specified  by  the  borrower,  open 
circuit  measurements  shall  be  made  on 
all  loaded  and  nonloaded  subscriber 
loops  upon  completion  of  the  cable 
work  to  verify  that  the  plant  is  free  from 
major  impedance  irregularities. 

(2)  For  loaded  loops,  open  circuit 
measurements  shall  be  made  using  one 
of  the  following  methods: 

(i)  Impedance  or  pulse  return  pattern, 
with  cable  pair  trace  compared  to  that 
of  an  artificial  line  of  the  same  length 
and  gauge.  For  best  results,  a  level  tracer 
or  fault  locator  with  dual  trace 
capability  is  required; 

(ii)  Return  loss  using  a  level  tracer, 
with  cable  pair  compared  to  an  artificial 
line  of  the  same  length  and  gauge 
connected  in  lieu  of  a  Precision  Balance 
Network  (PBN).  This  method  can  be 
made  with  level  tracers  having  only 
single  trace  capability;  or 

(iii)  Open  circuit  structural  return  loss 
using  a  level  tracer.  This  method  can  be 
made  with  level  tracer  having  only 
single  trace  capability. 

(3)  Of  the  three  methods  suggested  for 
loaded  loops,  the  method  specified  in 
paragraph  (f)(2)(ii)  of  this  section  is  &e 
preferred  method  because  it  can  yield 
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both  qualitative  and  quantitative  results. 
The  methods  specified  in  paragraphs 
(f)(2)(i)  and  (f)(2)(iii)  of  this  section  can 
be  used  as  trouble  shooting  tools  should 
irregularities  be  foimd  during  testing. 

(4)  For  nonloaded  loops,  open  circuit 
measurements  shall  be  made  using  the 
method  specified  in  (f)(2)(i)  of  this 
section. 

(5)  Method  of  measiuement.  Open 
circuit  measurements  shall  be  made  at 
the  CO  on  each  loaded  and  nonloaded 
pair  across  the  tip  and  ring  terminals  of 
the  pair  under  test.  All  CO  equipment^ 
shall  be  disconnected  at  the  MDF  for 
this  test.  For  loaded  loops  containing 
voice  frequency  repeaters  installed  in 
the  CO  or  field  mounted,  the  open 
circuit  measurement  shall  be  made  after 
the  repeaters  have  been  disconnected. 
Where  field  mounted  repeaters  are  used, 
the  open  circuit  measurement  shall  be 
made  at  the  repeater  location  in  both 
directions. 

(i)  Impedance  or  pulse  return  pattern. 
The  step-by-step  measurement 
procedure  using  the  impedance  or  pulse 
return  pattern  for  loaded  and  nonloaded 


loops  shall  be  as  shown  in  Figure  8.  An 
artificial  line  of  the  same  makeup  as  the 
cable  to  be  tested  shall  be  set  up.  The 
traces  of  the  impedance  or  pulse  return 
pattern  from  the  cable  pair  and  the 
artificial  line  shall  be  compared  and 
should  be  essentially  identical.  If  the 
impedance  or  pulse  return  traces  from 
the  cable  pair  are  different  than  the 
artificial  line  trace,  cable  faults  are 
possible.  When  the  cable  peiir  trace 
indicates  possible  defects,  the  defects 
should  be  identified  and  located.  One 
method  of  identifying  and  locating 
defects  involves  introducing  faults  into 
the  artificial  line  until  its  trace  is 
identical  with  the  cable  trace. 

(ii)  Return  loss  balanced  to  artificial 
line.  The  step-by-step  measvirement 
procedure  using  the  return  loss 
balanced  to  artificial  line  for  loaded 
loops  shall  be  as  shown  in  Figure  9.  An 
artificial  line  of  the  same  makeup  as  the 
cable  to  be  tested  shall  be  set  up.  The 
artificial  line  is  connected  to  the 
external  network  terminals  of  the  test 
set.  The  cable  pair  imder  test  is 
compared  to  this  standard.  When 

FIGURE  8 

ONE-PERSON  OPEN  CIRCUIT  MEASUREMENT 
IMPEDANCE  OR  PULSE  RETURN  PATTERN 


defects  are  found,  they  should  be 
identified  and  located  by  introducing 
faults  into  the  artificial  line.  This  is 
more  difficult  than  with  the  method 
referenced  in  paragraph  (f)(5)(i)  of  this 
section  since  ^is  measurement  is  more 
sensitive  to  minor  faults  and  only  a 
single  trace  is  used. 

(iii)  Open  circuit  structural  return  loss 
using  level  tracer.  The  step-by-step 
measurement  procedure  using  the  level 
tracer  for  loaded  loops  shall  1^  as 
shown  in  Figure  10.  The  cable  pair  is 
compared  to  a  PEN. 

(6)  Test  equipment.  Equipment  for 
performing  these  tests  is  shown  in 
Figures  8  through  10.  For  loaded  loops, 
artificial  loaded  lines  must  be  of  the 
same  gauge  and  loading  scheme  as  the 
line  under  test.  For  nonloaded  loops, 
artificial  nonloaded  lines  must  be  of  the 
same  gauge  as  the  line  under  test. 
Artificial  lipes  should  be  arranged  using 
switches  or  other  quick  connect 
arrangements  to  speed  testing  and 
troubleshooting.  Figxires  8  through  10 
are  as  follows: 

BItUNQ  CODE  34ia>1S-P 


Telephone  set  If  present, 
shall  be  on  hook. 


»  Meosurement  Procedure 

1.  Set  up  Artificiol  Line  to  some  make-up  [Length  ft  Couge(s)]  os  the  coble  pair. 

2.  Connect  to  test  set  (See  Note^). 

3.  Connect  coble  pok  to  test  set  (See  Note^). 

4.  Compare  troces  of  Artiriciol  Line  end  coble  pok^h.  They  should  be  essentiolly  identical. 
Differences  indicote  coble  foults. 

5.  Location  ond  type  of  foult  moy  be  determined  by  introducing  foults  ki  the  Arttnciol 
Line  untl  its  troce  is  identicol  to  thot  of  the  coble  poir. 


Note*:  ^ 

^  Terminals  to  which  coble  pok  ond  ortinciol  line  ore  ottoched  sholl  be 

determined  from  the  monufocturer's  operating  instructions.  Proper  settings 
for  vorious  switches  ond  odyjstments  on  the  test  set  shall  olso  be 
determined  from  the  some  source.  t 

^  With  test  sets  hoving  troce  storoge  copobHity  only  one  set  of  terminols  need 
be  used.  Connect  Artinciol  Line  to  test  set.  store  troce  ond  disconnect  line. 
Connect  coble  pok  oed  compore  troce  to  stored  trace.  To  identify  foult. 
store  coble  pok  troce  and  connect  Artificial  Line.  Introduce  faults  in  the 
Artificiol  Line  untl  troces  ore  identical. 

@  N.e.C.-17A.  Biddle-CME1I0A-1,  Oolcom-490.  Tektronix- 1503.  Wilcom-T195. 
wacom-T132.  or  equivolent. 
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FIGURE  9 

ONE-PERSON  OPEN  CIRCUIT  MEASUREMENT 
RETURN  LOSS  BALANCED  TO  ARTIRCIAL  LINE 


Ltvd  Troc«r(^ 


Op«r  Circuit— J 
Telephone  set  if  present, 
Shan  be  on  hook. 


Meoiurement  Procedure 

1.  Connect  the  test  equipment  and  coble  pair  under  test  os  shown  above  (See  Note  1  ). 
Set  up  Artificial  Line  to  some  make-up  {Length  It  Cauge(s}]  os  the  cobla  pair. 

2.  Observe  Return  Loss  from  200  to  3S00  Hz  (066)  or  200  to  3000  Hz  (H88)  noting 
maximum  and  minimum  volues.  Note  the  value  ond  frequency  of  the  poorest  (Lowest 
Numerical  Value)  SRL.  (SRL  becomes  better  os  the  readings  became  more  negotive). 
Record  this  value  and  frequency. 


^  Terminols  to  which  coble  pair  and  Artificial  Line  ore  ottoched  shall  be 
determined  from  the  monufocturer's  operoting  Instructions.  Proper  settings 
for  vorious  switches  and  odjustments  on  the  test  set  shon  olso  be 
determined  from  the  some  source. 


(2^  Wllcom-T132.  IMeom-T195,  or  equivolent. 


FIGURE  10 

ONE-PERSON  OPEN  CIRCUIT  MEASUREMENT 
STRUCTURAL  RETURN  LOSS  USING  LEVEL  TRACER 


Level  Trocerd) 


Open  Circuit— —> 
Telephone  set  if  present 
shall  be  on  hook. 


Meosurement  Proce 


1.  Connect  the  test  equipment  ond  coble  poir  under  test  os  shown  obove  (See  Note©)- 
Set  gouge  of  PBN  for.  Single  Gouge  -  Some  gouge  os  coble  being  meosured:  Mix^ 
Gouge  -  Most  predominanr  gouge  odjocent  to  test  set. 

2.  Cbserve  Return  Loss  between  tOOO  ond  3800  Mz  (D6«)  or  1000  ond  3000  Hz  (H88) 
observing  maximum  ond  minimum  volues.  Note  the  value  and  frequency  of  the  poorest 
(Lowest  Numerical  Volue)  SRL.  Single  Coupe:  Record  this  value.  Mixed  Gouge:  Chonge 
gouge  of  PBN  ond  note  if  SRL  becomes  belter.  (SRL  becomes  better  os  rowings 
become  more  negotive).  If  it  does,  record  this  volue  ond  frequency;  if  not  record 
value  obtoined  with  originol  gouge  setting.  (Varying  gouge  will  be  necessory, 
depending  on  octuol  coble  layout,  to  obtain  best  SRL). 


Terminals  to  which  coble  pok  and  ArtlRciol  Line  ore  ottoched  shall  be 
determined  from  the  monufocturer's  operating  instructions.  Proper  nettings 
^  for  vorious  switches  and  odjustments  on  the  test  set  shall  also  be 
determined  from  the  some  source. 

d)  Wilcom-T132,  Wilcom-T195.  or  equivalent 


BILLING  CODE  341C-15-P 

(7)  Applicable  results,  (i)  For  loaded 
and  nonloaded  loops,  the  two  traces  in 
the  pulse  return  pattern  or  impedance 
method  (paragraph  (f)(5)(i)  of  this 
section)  shall  be  essentially  identical. 
The  degree  of  comparison  required  of 


the  two  traces  is  to  be  determined  by 
experience. 

(ii)  For  loaded  loops,  results  for  return 
loss  measurements  using  a  level  tracer, 
with  artificial  line,  in  lieu  of  a  PBN 
(paragraph  (f)(5)(ii)  of  this  section)  shall 
meet  the  following  requirements: 


(A)  For  D66  and  H88  loaded  cables 
the  structural  return  loss  (SRL)  values 
shall  range  between  28  and  39  dB, 
respectively,  at  the  critical  frequency  of 
structural  return  loss  (CFSRL)  within 
the  pass  band  of  the  loading  system 
being  used.  The  minimmn  SRL  value  for 


44210 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Proposed  Rules 


unifonn  gauge  shall  be  25  dB  CFSRL. 
These  SRL  values  apply  for  loaded 
cables  of  unifonn  gauge  for  the  entire 
length  of  the  subscriber  loop  circuit. 
Subscriber  loop  circuits  shall  meet  the 
loading  spacing  deviations  and  the  cable 
mutual  capacitance  requirements  in  the 
applicable  RUS  cable  specifications; 

(B)  For  mixed  gauge  loaded  cables  the 
SRL  values  shall  be  25  and  27  dB 
CFSRL,  respectively,  and  the  minimiun 
SRL  value  shall  be  22  dB  CFSRL;  and 

(C)  The  two  traces  in  the  pulse  return 
pattern  should  be  essentially  identical. 
The  degree  of  comparison  required  of 
the  two  traces  is  determined  by 
experience. 

(iii)  For  loaded  loops,  the  results  of 
open  circuit  structural  return  loss 
measurements  using  a  level  tracer 
(paragraph  (f)(5)(iii)  of  this  section)  shall 
meet  the  following  requirements.  For 
D66  and  H88  loaded  cables  with 
uniform  or  mixed  gauges,  the  worst 
value  allowed  for  measiired  open  circuit 
structural  return  loss  between  1,000- 
3,500  Hz  and  1,000-3,000  Hz, 
respectively,  shall  be  approximately  0.9 
dB  (roimd  trip)  for  each  100  ohms 
outside  plant  dc  loop  resistance 
including  the  resistance  of  the  load 
coils.  The  value  of  0.9  dB  per  100  ohms 
for  the  round  trip  loss  remains 
reasonably  accurate  as  long  as: 

(A)  The  subscriber  end  section  of  the 
loaded  pair  vmder  test  is  approximately 
2,250  ft  (685  m)  for  D66  loading  or  3,000 
ft  (914  m)  for  H88  loading  in  length;  and 

(B)  The  one-way  1,000  Hz  loss  does 
not  exceed  10  dB. 

(iv)  For  loaded  loops,  the  measured 
value  of  open  circuit  structural  retmm 
loss  can  only  be  as  accurate  as  the 
degree  to  which  the  dc  loop  resistance 
of  the  loaded  pair  imder  test  is  known. 
Most  accurate  results  shall  be  obtained 
when  the  dc  loop  resistance  is  known 
by  actual  measurements  as  described  in 
paragraph  (d)  of  this  section. 
Furthermore,  where  the  dc  loop 
resistance  is  measured  at  the  same  time 
as  the  open  circuit  structural  return  loss, 
no  correction  for  temperature  is  needed 
because  the  loss  is  directly  proportional 
to  the  loop  resistance.  Where  it  is  not 
practical  to  measure  the  dc  loop 
resistance,  it  shall  be  calculated  and 
corrected  for  temperature  as  specified  in 
paragraph  (d)(6)(ii)  of  this  section. 

When  measuring  existing  plant,  care 
shall  be  taken  to  verify  the  accuracy  of 
the  records,  if  they  are  used  for  the 
calculation  of  the  dc  loop  resistance.  For 


buried  plant,  the  temperature  correction 
shall  be  based  at  the  normal  depth  of  the 
cable  in  the  ground.  (Temperature  can 
be  measured  by  boring  a  hole  to  cable 
depth  with  a  ground  nd,  placing  a 
thermometer  in  the  ground  at  the  cable 
depth,  and  taking  and  averaging  several 
readings  during  ^e  course  of  the 
resistance  measurements.)  For  aerial 
cable  it  shall  be  based  on  the 
temperature  inside  the  cable  sheath. 

(v)  For  loaded  loops,  the  best 
correlation  between  the  measured  and 
the  expected  results  shall  be  obtained 
when  the  cable  is  of  one  gauge,  one  size, 
and  the  far  end  section  is  approximately 
2,250  ft  (685  m)  for  D66  loading  or  3,000 
ft  (914  m)  for  H88  loading.  Mixing 
gauges  and  cable  sizes  will  result  in 
undesirable  small  reflections  whose 
frequency  characteristics  and  magnitude 
cannot  be  accurately  predicted.  In 
subscriber  loop  applications,  cable 
gauge  may  be  somewhat  imiform  but  the 
cable  pair  size  most  likely  will  not  be 
uniform  as  cable  pair  sizes  taper  off 
toward  the  customer  access  location  and 
a  downw£ird  adjustment  of  1  dB  of  the 
allowed  value  shall  be  acceptable. 
“Long”  end  sections  (as  de^ed  in 
TE&CM  Section  424,  “Guideline  for 
Telecommrmications  Subscriber  Loop 
Plant”)  lower  the  expected  value,  a 
further  dovmward  adjustment  of  3  dB  in 
the  allowed  value  shall  be  acceptable. 

(vi)  For  loaded  loops,  the  limiting 
factor  when  making  open  circuit 
structural  return  loss  measurements  is 
when  the  1,000  Hz  one-way  loss  of  the 
loaded  cable  pair  imder  test  becomes  10 
dB  or  greater;  it  becomes  difficult  to 
detect  the  presence  of  irregularities 
beyond  the  10  dB  point  on  the  loop.  To 
overcome  this  difficulty,  loaded  loops 
having  a  one-way  loss  at  1,000  Hz 
greater  than  10  dB  shall  be  opened  at 
some  convenient  point  (such  as  a 
pedestal  or  ready  access  enclosure)  and 
loss  measiuements  at  the  individual 
portions  measiiring  less  than  10  dB  one¬ 
way  shall  be  made  separately.  When 
field  mounted  voice  frequency  repeaters 
are  used,  the  measurement  shall  be 
made  at  the  repeater  location  in  both 
directions. 

(8)  Data  record,  (i)  When  performing 
a  pulse  return  pattern  or  impedance 
open  circuit  measurement  on  loaded 
and  nonloaded  loops,  a  “check  mark” 
indicating  that  the  pair  tests  good  or  an 
“X”  indicating  that  the  pair  does  not 
test  good  shall  be  recorded  in  the  SRL 
column.  A  suggested  format  similar  to 


Format  I  for  subscriber  loops  in 
§  1755.407  or  a  format  specified  in  the 
applicable  construction  contract  may  be 
used. 

(ii)  When  performing  open  circuit 
return  loss  measurements  using  the 
return  loss  balanced  to  an  artificial  line 
or  retmm  loss  using  a  level  tracer  on 
loaded  loops,  the  value  of  the  poorest 
(lowest  numerical  value)  SRL  and  its 
frequency  in  the  proper  colimm 
between  1,000  and  3,500  Hz  for  D66 
loading  or  between  1,000  and  3,000  Hz 
for  H88  loading  shall  be  recorded.  A 
suggested  format  similar  to  Format  I  for 
subscriber  loops  in  §  1755.407  or  a 
format  specified  in  the  applicable 
construction  contract  may  be  used. 

(9)  Probable  causes  for 
nonconformance.  Some  of  the  more 
common  causes  for  failing  to  obtain  the 
desired  results  may  be  due  to  reversed 
load  coil  windings,  missing  load  coils, 
bridge  taps  between  load  coils,  load  coil 
spacing  irregularities,  excessive  end 
sections,  cables  having  high  or  low 
mutual  capacitance,  load  coils 
inadvertently  installed  in  nonloaded 
loops,  moisture  or  water  in  the  cable, 
load  coils  having  the  wrong  inductance, 
split  pairs,  and  improperly  spliced 
connectors.  The  above  can  occur 
singularly  or  in  combination. 

Experience  to  date  indicates  that  the 
most  common  problems  are  missing 
load  coils,  reversed  load  coil  windings 
or  bridge  taps. 

(g)  Cable  insertion  loss  measurement 
(carrier  frequencies).  (1)  When  specified 
by  the  borrower,  carrier  frequency 
insertion  loss  measurements  shall  be 
made  on  cable  pairs  used  for  Tl;  TlC, 
and/or  station  carrier  systems.  Carrier 
frequency  insertion  loss  shall  be  made 
on  a  minimum  of  three  pairs.  Select  at 
least  one  pair  near  the  outside  of  the 
core  unit  layup.  If  the  three  measured 
pairs  are  within  10%  of  the  calculated 
loss  in  dB  corrected  for  temperature,  no 
further  testing  is  necessary.  If  any  of  the 
measured  pairs  of  a  section  are  not 
within  10%  of  the  calculated  loss  in  dB, 
all  pairs  in  that  section  used  for  carrier 
transmission  shall  be  measured. 

(2)  Method  of  measurement.  The  step- 
by-step  method  of  measurement  shall  be 
as  shown  in  Figure  11. 

(3)  Test  equipment.  The  test 
equipment  is  shown  in  Figure  11  as 
follows; 

BILUNQ  CODE  3410-1S-P 
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FIGURE  11 

CARRIER  FREQUENCY  INSERTION  LOSS  MEASUREMENT 
CABLE  FAOUTIES 


Meoaurfm«nt  Proceduf 

Connect  the  transmission  tost  sot  to  ono  ond  of  tho  lengUt  of  coblo  to  bo 
moosured  and  oithor  tho  froquency  soloctivo  voltmotor  (FSVM)  or  OtT  tost  sot 
to  tho  other  ond  os  shoon. 

@  Record  the  Insertion  Loss  In  dB  of  tho  coble  ot  ooch  spociriod  frequency. 

@Tho  moosured  Insertion  Loss  of  tho  coblo  should  bo  within  ±  10  percent  of 
tho  cdculotod  loss  In  d8  when  tho  loss  Is  corrected  for  tomporoturo. 

^^Transmission  lost  sots  having  on  impedance  between  100  and  135  ohms  on 
the  coble  side  ore  occeptoble. 


Notes: 

©  H.P.-2048.  H.P.-204C  H.P.-355.  Siemens-W2057.  or  equivolenL 

(D  Wilcom-T136.  Wileom-T336.  Wilcom-T337.  Wlcom-T132B. 
Siemens- D2057,  or  equivolent. 


BILLING  CODE  3410-15-P 

(4)  Applicable  results,  (i)  The  highest 
frequency  to  be  measured  is  determined 
by  die  type  of  carrier  system.  For  Tl 
type  ceurier,  the  highest  frequency  is 
normally  772  kHz.  For  TIC  type  carrier, 
the  highest  frequency  is  normally  1576 


Table  7.— Cable  Attenuation  @  68“F  (20°C)  Filled  Cables— Solid  Insulation 


Frequency  (kHz) 

Attenuation  dB/mile  (dB/km)  gauge  (AWG) 

19 

22 

24 

26 

10 . 

2.8  (1.7) 

4.8  (2.9) 

6.4  (3.9) 

8.5  (5.3) 

20 . . . 

3.2  (2.0) 

5.8  (3.6) 

62  (5.1) 

11.2  (6.9) 

40 . 

3.6  (2.2) 

6.5  (4.0) 

9.6  (6  0) 

13.9  (8.6) 

60 . . . 

4.0  (2.5) 

6.9  (4.2) 

10.3  (6.4) 

152  (9.4) 

80 . . . . . 

4.5  (2.8) 

7.3(4.5) 

10.7  (6.6) 

16.0  (9.9) 

100 . 

4.9  (3.0) 

7.7  (4.7) 

11.1  (6.8) 

16.5  (102) 

112 . . . 

5.2  (3.2) 

8.0  (4.9) 

11.3  (7.0) 

16.8  (10.5) 

120 . 

5.4(3.3) 

8.1  (5.0) 

11.5  (7.1) 

17.0  (10.6) 

140  . . . 

5.8  (3.6) 

8.6  (5.3) 

11.9  (7.4) 

17.4  (10.8) 

160 . 

6.2  (3.8) 

9.0  (5.6) 

12.3  (7.6) 

17.8  (11.1) 

180 . 

6.6  (4.1) 

9.5  (5.9) 

12.7  (7.9) 

182  (11.3) 

200  . . . 

7.0  (4.3) 

10.0  (6.2) 

13J2  (8.2) 

18.6  (11.5) 

8.7  (5.4) 

12.2  (7.5) 

15.4  (9.6) 

20.6  (12.8) 

400  . :. . 

10.0  (6.2) 

14.1  (8.8) 

17.7  (11.0) 

22.9  (142) 

11.2  (6.9) 

15.9  (9.8) 

19.8  (12.3) 

25.2  (15.6) 

600  . ...: . 

12.2  (7.5) 

17.5  (10.9) 

21.8  (13.6) 

27.4  (17.0) 

13.2  (8.2) 

19.0  (11.8) 

23.6  (14.7) 

29.6  (18.4) 

772  . . . 

13.8  (8.5) 

19.9  (12.4) 

24.8  (15.4) 

31.4  (19.5) 

800  . 

14.2  (8.8) 

20.1  (12.5) 

27.4  (17.1) 

31.7  (19.7) 

900  . 

14.8  (9.2) 

21.6  (13.4) 

29.0  (18.0) 

33.8(21.0) 

1000  . . . 

15.8  (9.8) 

22.7  (14.1) 

31.1  (19.3) 

35.9  (22.3) 

1100 . 

16.4  (10.2) 

23.8  (14.8) 

32.7  (20.3) 

38.0  (23.6) 

1200  . 

17.4  (10.8) 

24.8  (15.4) 

34.3  (21.3) 

40.0  (24.9) 

1300  . . . 

17.9  (11.1) 

25.9  (16.1) 

35.4  (22.0) 

41.7(25.9) 

1400  . . . 

19.0  (11.8) 

26.9  (16.7) 

37.0  (23.0) 

43.3  (26.9) 

1500  . 

19.5  (12.1) 

28.0  (17.4) 

38.0  (23.6) 

44.3  (27.6) 

kHz.  The  highest  frequency  to  be 
measured  for  station  carrier  is  140  kHz. 

(ii)  The  measured  insertion  loss  of  the 
cable  shall  be  within  ±10%  of  the 
calculated  loss  in  dB  when  the  loss  is 
corrected  for  temperature. 


(iii)  The  calculated  insertion  loss  is 
computed  as  follows: 

(A)  Multiply  the  length  of  each 
different  gauge  by  the  applicable  dB  per 
unit  length  as  shown  in  Table  7  or  8  as 
follows: 
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Table  7.— Cable  Attenuation  @  68®F  (20®C)  Filled  Cables— Soud  Insulation— Continued 


Frequency  (kHz) 

Attenuatkxi  dB/mile  (dB/km)  gauge  (AWG) 

19 

22 

24 

26 

. . . . . 

20.1  (12.4) 

29.0  (18.0) 

39.0  (24.3) 

44.4  (28.2) 

Table  8.— Cable  Attenuation  @  es^F  (20“C)  Filled  Cables— Expanded  Insuution 


Frequency  (kHz) 

Attenuation  dB/mile  (dB/km)  gauge  (AWG) 

19 

22 

24 

26 

10 . . . 

.  3.0  (1.8) 

■0111 

6.5  (4.0) 

8.6  (5.3) 

20 . . . 

3.5  (2.1) 

8.5  (5.2) 

11.5(7.1) 

40 . . . 

10.2  (6.3) 

14.4  (8.9) 

7.5  (4.6) 

11.1  (6.8) 

16.0  (9.9) 

5.2  (3.3) 

7.9  (4.9) 

11.3(6.9) 

16.2  (10.1) 

5.8  (3.6) 

8.4  (5.2) 

11.6(7.2) 

16.4  (10.2) 

112 . 

8.8  (5.4) 

11.9(7.4) 

16.6  (10.3) 

120 . - . 

6.2  (3.9) 

9.0  (5.6) 

12.1  (7.5) 

16.9  (10.5) 

6.6  (4.1) 

9.5  (5:9) 

12.7  (7.9) 

17.2  (10.7) 

160 . 

6.9  (4.3) 

10.0  (62) 

13.2  (8.2) 

17.4  (10.8) 

180 . . . 

7.4  (4.6) 

10.6  (6.6) 

13.7  (8.5) 

17.9(11.1) 

200  . . . . . 

7.9  (4.9) 

11.1  (6.9) 

14.2  (8.8) 

18.5(11.5) 

300  . 

9.5  (5.9) 

13.2  (8.2) 

16.8  (105) 

21.6  (13.4) 

400  . . . . . 

11.1  (6.9) 

15.3  (9.5) 

19.5  (12.1) 

24.3  (15.1) 

500  . . . . 

12.1  (7.5) 

17.9(11.1) 

22.2  (13.8) 

27.4  (17.1) 

600  . 

13.7  (8.5) 

19.5  (12.1) 

24.3  (15.1) 

29.6  (18.4) 

700  . . . 

14.8  (9.2) 

21.1  (13.1) 

26.4  (16.4) 

32.2  (20.0) 

772  . . 

15.3  (9.5) 

21.6  (13.4) 

27.4  (17.1) 

33.8  (21.0) 

800  . . 

15.8  (9.8) 

22.2  (13.8) 

28.0  (17.4) 

34.4  (21.3) 

900 . . . . . 

17.0  (10.5) 

23.8  (14.8) 

29.6  (18.4) 

36.4  (22.6) 

1000  . . 

17.4  (10.8) 

24.8  (15.4) 

31.1  (19.3) 

38.5  (23.9) 

1100  . . . . 

17.9  (11.1) 

26.4  (16.4) 

33.3  (20.7) 

40.6  (25.3) 

1200  . . . . . - . . . 

19.0  (11.8) 

27.4  (17.1) 

34.3(21.3) 

42.2  (26.2) 

1300  . . . . . 

19.5  (12.1) 

28.5  (17.7) 

35.9  (22.3) 

43.8  (27.2) 

1400  . 

20.1  (12.5) 

29.6  (18.4) 

37.0  (23.0) 

45.9  (28.5) 

1500  . . . . 

20.6  (12.8) 

30.6  (19.0) 

38.5  (23.9) 

47.5  (29.5) 

21.6  (13.4) 

31.1  (19.3) 

39.1  (24.3) 

48.6  (30.2) 

(B)  Add  the  individual  losses  for  each 
gauge  to  give  the  total  calculated 
insertion  loss  at  a  temperature  of  68”F 
(ZO^C). 

(C)  Correct  the  total  calculated 
insertion  loss  at  the  temperature  of  68°F 
(20'’C)  to  the  measurement  temperature 
by  the  following  formulae: 

A=A68x(l+0.0012x(t-68)]  for  English 
Units 

Ai=A2ox(l+0.0022x(t-20)]  for  Metric 
Units 
Where: 

At  =  Insertion  loss  at  the  measurement 
temperatiue  in  dB. 

A68  =  Insertion  loss  at  a  temperatiue  of 
68“F  in  dB. 

A20  =  Insertion  loss  at  a  temperature  of 
20“C  in  dB. 


t  =  Measurement  temperature  in  "F  or 
(®C);  and 

(D)  Compare  the  calculated  insertion 
loss  at  the  measurement  temperature  to 
the  measured  insertion  loss  to 
determine  compliance  with  the 
requirement  specified  in  paragraph 
(g)(4)(ii]  of  this  section.  (Note: 
Attenuation  varies  directly  with 
temperatrire.  For  each  ±10®F  (5.6®C) 
change  in  temperature  increase  or 
decrease  the  attenuation  by  ±1%.) 

(iv)  If  the  measured  value  exceeds  the 
±10%  allowable  variation,  the  cause 
shall  be  determined  and  corrective 
action  shall  be  taken  to  remedy  the 
problem. 

(5)  Data  record.  Results  of  carrier 
fi«quency  insertion  loss  measurements 
for  station,  Tl,  and/or  TlC  type  carrier 


shall  be  recorded.  Suggested  formats 
similar  to  Format  in,  Outside  Plant 
Acceptance  Tests — ^Tl  or  TlC  Carrier 
Pairs,  and  Format  IV,  Outside  Plant 
Acceptance  Tests — Station  Carrier  Pairs, 
in  §  1755.407  or  formats  specified  in  the 
appUcable  construction  contract  may  be 
used. 

(6)  Probable  causes  for 
nonconformance.  If  the  measured  loss  is 
low,  the  cable  records  are  likely  to  be  in 
error.  If  the  measured  loss  is  high,  there 
may  be  bridge  taps,  load  coils  or  voice 
fiequency  build-out  capacitors 
connected  to  the  cable  pairs  or  the  cable 
records  may  be  in  error.  Figures  12  and 
13  are  examples  that  show  the  effects  of 
bridge  taps  and  load  coils  in  the  carrier 
path.  Figures  12  and  13  are  as  follows: 
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FIGURE  13 

EFFECTS  OF  LOADING  COILS  ON  ATTENUATION 


BILUNQ  CODE  3410-1S-P 

§1755.404  Fiber  optic  cable 
telecommunications  plant  measurements. 

(a)  Armor  continuity.  (1)  Tests  and 
measurements  shall  be  made  to  ensure 
that  the  armor  of  fiber  optic  cables  is 
continuous.  There  are  two  areas  of 
concern.  The  first  is  armor  bonding 
within  a  splice  and  the  second  is  armor 
continuity  between  splices. 

(2)  Measurement  techniques  outlined 
here  for  verification  of  armor  continuity 
are  applicable  to  buried  fiber  optic  cable 
plant.  Measurements  of  armor 
continuity  between  splices  in  aerial, 
armored,  fiber  optic  cable  should  be 
made  prior  to  completion  of  splicing. 
Conclusive  results  caimot  be  obtained 
on  aerial  plant  after  all  bonds  have  been 
completed  to  the  supporting  strand, 
multigrounded  neutr^,  etc. 

(3)  Method  of  measurement.  Armor 
continuity  within  splices  shall  be 
measured  with  a  cable  shield  splice 
continuity  test  set.  The  step-by-step 
measiuement  procedure  outlined  in  the 
manufacturer’s  operating  instructions 
for  the  specific  test  equipment  being 
used  shall  be  followed. 

(4)  Test  equipment.  A  cable  shield, 
splice  continuity  tester  shall  be  used  to 


measiu-e  armor  continuity  within 
splices. 

(5)  Applicable  results.  When  utilizing 
shield  continuity  testers  to  measure 
armor  continuity  within  splices,  refer  to 
the  manufacturer’s  published 
information  covering  the  specific  test 
equipment  to  be  used  and  for 
anticipated  results. 

(6)  Data  record.  Measurement  data 
from  armor  continuity  tests  shall  be 
recorded  together  with  anticipated 
values  in  an  appropriate  format  to 
permit  comparison.  The  recorded  data 
shall  include  specific  location,  cable 
size,  and  cable  type,  if  known,  etc. 

(7)  Probable  causes  for 
nonconformance.  Among  probable 
causes  for  nonconformance  are  broken 
or  damaged  armors,  bad  bonding 
harnesses,  poorly  connected  bonding 
clamps,  loose  bonding  lugs,  etc. 

(b)  Fiber  optic  splice  loss 
measurement.  (1)  After  placement  xif  all 
fiber  optic  cable  plant  has  been 
completed  and  spliced  together  to  form 
a  continuous  optical  link  between  end 
termination  points,  splice  loss 
measurements  shall  be  performed  on  all 
field  and  central  office  splice  points. 

(2)  Method  of  measurement,  (i)  Field 
splice  loss  measurements  shall  be  made 


between  the  end  termination  points  at 
1310  and/or  1550  nanometers  for  single 
mode  fibers  and  in  accordance  with 
Figure  14.  Two  splice  loss 
measurements  shall  be  made  between 
the  end  termination  points.  The  first 
measurement  shall  be  from  termination 
point  A  to  termination  point  B.  The 
second  measurement  shall  be  firom 
termination  point  B  to  termination  point 
A. 

(ii)  CO  splice  loss  measurements  shall 
be  made  at  1310  and/or  1550 
nanometers  for  single  mode  fibers  and 
in  accordance  with  Figure  15.  Two 
splice  loss  measurements  shall  be  made 
between  the  end  termination  points. 

The  first  measurement  shall  be  from 
termination  point  A  to  termination 
point  B.  The  second  measurement  shall  • 
be  from  termination  point  B  to 
termination  point  A. 

(3)  Test  equipment.  The  test 
equipment  is  shown  in  Figures  14  and 
15.  The  optical  time  domain 
reflectometer  (OTDR)  used  for  the 
testing  should  have  dual  wave  length 
capability.  Figures  14  and  15  are  as 
follows: 

BILUNO  CODE  3410-1S-P 


44216 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Proposed  Rules 


FIGURE  15 

FIBER  OPTIC  CENTRAL  OFFICE  SPUCE  LOSS  MEASUREMENT 


BILUNQ  COD6  3410-1S-C 

(4)  Applicable  results,  (i)  The  splice 
loss  for  each  single  mode  field  splice 


shall  be  the  bi-directional  average  of  the 
two  OTDR  readings.  To  calculate  the 
actual  splice  loss,  substitute  the  OTDR 


readings  maintaining  the  sign  of  the  loss 
(+)  or  apparent  gain  ( — )  into  the 
allowing  equation: 


Actual  Splice  Loss  (dB) 


OTDR  Reading  From  A  to  B  OTDR  Reading  From  B  to  A 

2 


(ii)  When  specified  in  the  applicable 
construction  contract,  the  splice  loss  of 
each  field  splice  at  1310  and/or  1550 
nanometers  shall  not  exceed  the  limit 
specified  in  the  contract. 

(iii)  When  no  limit  is  specified  in  the 
applicable  construction  contract,  the 
splice  loss  of  each  field  splice  shall  not 
exceed  0.2  dB  at  1310  and/or  1550 
nanometers. 

(iv)  The  splice  loss  for  each  single 
mode  CO  splice  shall  be  the  bi¬ 
directional  average  of  the  two  OTDR 
reading.  To  calculate  actual  splice  loss, 
substitute  the  OTDR  reading, 
maintaining  the  sign  of  the  loss  (-i-)  or 
apparent  gain  ( - ),  into  the  equation 
specified  in  paragraph  (b)(4)(i)  of  this 
section. 

(v)  When  specified  in  the  applicable 
construction  contract,  the  splice  loss  of 
each  central  office  splice  at  1310  and/ 
or  1550  nanometers  shall  not  exceed  the 
limit  specified  id  the  contract. 


(vi)  When  no  limit  is  specified  in  the 
applicable  construction  contract,  the 
splice  loss  of  each  central  office  splice 
shall  not  exceed  1.2  dB  at  1310  and/or 
1550  nanometers. 

(5)  Data  record.  The  measurement 
data  shall  be  recorded.  A  suggested 
format  similar  to  Format  V,  Outside 
Plant  Acceptance  Test — Fiber  Optic 
Teleconununications  Plant,  in 

§  1755.407  or  a  format  specified  in  the 
applicable  construction  contract  may  be 
used. 

(6)  Probable  causes  for 
nonconformance.  When  the  results  of 
the  splice  loss  measiirements  exceed  the 
specified  limits  the  following  factors 
should  be  checked: 

(i)  Proper  end  preparation  of  the 
fibers; 

(ii)  End  separation  between  the  fiber 
ends; 

(iii)  Lateral  misalignment  of  fiber 

cores;  -5  .  ■ 


A  (iv)  Angular  misalignment  of  fiber 
cores; 

(v)  Fresnel  reflection; 

(vi)  Contamination  between  fiber 
ends; 

(vii)  Core  deformation;  or 

(viii)  Mode-field  diameter  mismatch. 

(c)  End-to-end  attenuation 
measurement.  (1)  After  placement  of  all 
fiber  optic  cable  plant  has  been 
completed  and  spliced  together  to  form 
a  continuous  optical  link  between  end 
termination  points,  end-to-end 
attenuation  measurements  shall  be 
performed  on  each  optical  fiber  within 
the  cable. 

(2)  Method  of  measurement.  For 
single  mode  fibers,  the  end-to-end 
attenuation  measurements  of  each 
optical  fiber  at  1310  and/or  1550 
nanometers  in  each  direction  between 
end  termination  points  shall  be  ■ 
perfonned  in  accordance  with  Figure 
16. 
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(3)  Test  equipment.  The  test 
equipment  is  shown  in  Figure  16  as 
follows: 

BH.UNG  CODE  3410-15-P 


FIGURE  16 

END-TO-END  FIBER  OPTIC  ATTENUATION  MEASUREMENT 
SHOWING  MEASUREMENT  IN  ONE  DIRECTION  ONLY® 


BILUNQ  CODE  3410-1S-C 

(4)  Applicable  results.  The  end-to-end 
attenuation  of  each  single  mode  optical 
fiber  at  1310  and/or  1550  nanometers 
shall  not  exceed  the  limits  specified  in 
the  applicable  construction  contract. 

(5)  Data  record.  The  measurement 
data  shall  be  recorded.  A  sugge.sted 
format  similar  to  Format  V  for  fiber 
optic  teleconununications  plant  in 

§  1755.407  or  on  a  format  specified  in 
the  applicable  construction  contract 
may  be  used. 

(6)  Probable  causes  for 
nonconformance.  Failure  of  each  optical 


fiber  to  meet  the  end-to-end  attenuation 
limit  could  be  attributed  to  the 
following: 

(i)  Excessive  field  or  central  office 
splice  loss; 

(ii)  Excessive  cable  attenuation;  or 

(iii)  Damage  to  the  fiber  optic  cable 
during  installation. 

(d)  End-to-end  fiber  signature 
measurement.  (1)  After  placement  of  all 
fiber  optic  cable  plant  has  been 
completed  and  spliced  together  to  form 
a  continuous  optical  link  between  end 
termination  points,  end-to-end  fiber 


signature  testing  shall  be  performed  on 
each  optical  fiber  within  die  cable. 

(2)  Method  of  measurement.  For 
single  mode  fibers,  the  end-to-end  fiber 
signature  measurement  of  each  optical 
fiber  in  each  direction  shall  be 
performed  between  end  termination 
points  at  1310  and/or  1550  nanometers 
in  accordance  with  Figure  17. 

(3)  Test  equipment.  The  test 
equipment  is  shown  in  Figure  17  as 
follows: 
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FIGURE  17 

ENO-TO-END  RBER  OPTC  SIGNATURE  MEASUREMENT 
SHOWING  MEASUREMENT  IN  ONE  DIRECTION  ONLY© 


BILLING  CODE  341»-15-C 

(4)  Applicable  results.  The 
appearance  of  each  optical  fiber 
between  end  termination  points. 

(5)  Data  record.  Plot  the  trace  of  each 
optical  fiber  and  retain  as  a  permanent 
record  for  future  comparison  if  needed. 

(6)  Probable  causes  for 
nonconformance.  None. 

§  1 755.405  Voiceband  data  transmission 
measurements. 

(a)  The  data  transmission 
measurements  listed  in  this  section 
shall  be  used  to  determine  the 
acceptability  of  trunk  and  nonloaded 
subscriber  loop  circuits  for  data  modem 
transmission. 

(b)  Signal-to-C  notched  noise  (S/Q4N) 
measurement.  (1)  When  specified  by  the 
borrower,  S/Q^  measurements  shall  be 
made  on  trunk  circuits  and  nonloaded 
subscriber  loops.  For  trunk  circuits,  the 
measurement  shall  be  made  between  CO 
locations.  For  nonloaded  subscriber 
loops,  the  measurement  shall  be  made 
from  the  CO  to  the  station  protector  of 
the  NID  at  the  customer’s  access 
location. 

(2)  S/CNN  isthe  logarithmic  ratio 
expressed  in  dB  of  a  1,004  Hz  holding 
tone  signal  compared  to  the  C-message 
weighted  noise  level.  S/CNN  is  one  of 
the  most  important  transmission 
parameters  affecting  the  performance  of 


data  transmission  because  proper 
modem  operation  requires  low  noise 
relative  to  received  power  level.  Since 
modulated  carriers  are  used  in  data 
commimication  systems,  noise 
measurements  need  to  be  performed 
with  power  on  the  connection  to 
activate  equipment  having  signal-level- 
dependent  noise  sources.  For  4  kHz 
channels,  a  1,004  Hz  holding  tone  is 
used  to  activate  the  signal-dependent 
equipment  on  the  channel  or 
connection. 

(3)  Method  of  measurement.  The  S/ 
CNN  measurement  shall  be  made  using 
a  1,004  Hz  holding  tone  at  - 13  dBmO 
(decibels  relative  to  one  milliwatt, 
referred  to  a  zero  transmission  level 
point)  and  performed  in  accordance 
with  American  National  Standards 
Institute  (ANSI)  Tl. 506-1989, 
Telecommunications — Switched 
Exchange  Access  Network  Transmission 
Specifications,  and  American  National 
Standards  Institute/Institute  of 
Electrical  and  Electronics  Engineers 
(ANSI/IEEE)  743-1984(R  1993), 
Standard  Methods  and  Equipment  for 
Measuring  the  Transmission 
Characteristics  of  Analog  Voice 
Frequency  Circuits.  The  ANSI  T1.506- 
1989,  Telecommunications — Switched 
Exchange  Access  Network  Transmission 
Specifications  is  incorporated  by 


reference  in  accordance  with  5  U.S.C. 
522(a)  and  1  CFR  part  51.  Copies  of 
ANSI  Tl. 506-1989  are  available  for 
inspection  during  normal  business 
hours  at  RUS,  room  2845,  U.S. 
Department  of  Agriculture,  Washington, 
DC  20250-1598  or  at  the  Office  of  the 
Federal  Register,  800  North  Capitol 
Street,  NW.,  suite  700,  Washington,  DC. 
Copies  are  available  from  ANSI, 
Customer  Service,  11  West  42nd  Street, 
New  York,  New  York  10036,  telephone 
number  (212)  642-4900.  The  ANSI/IEEE 
743-1984(R  1993),  Standard  Methods 
and  Equipment  for  Measuring  the 
Transmission  Characteristics  of  Analog 
Voice  Frequency  Circuits  is 
incorporated  by  reference  in  accordance 
with  5  U.S.C.  522(a)  and  1  CFR  part  51. 
Copies  of  ANSI/IEEE  743-1984(R  1993) 
are  avtdlable  for  inspection  dming 
normal  business  hours  at  RUS,  room 
2845,  U.S.  Department  of  Agriculture, 
Washington,  DC  20250-1598  or  at  the 
Office  of  the  Federal  Register,  800  North 
Capitol  Street,  NW.,  suite  700, 
Washington,  DC.  Copies  are  available 
from  ANSI,  Customer  Service,  11  West 
42nd  Street,  New  York,  New  York 
10036,  telephone  number  (212)  642- 
4900. 

Note:  The  incorporation  by  reference  and 
availability  of  inspection  copies  are  pending 
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approval  by  the  Office  of  the  Federal 
Re^ster. 

(4)  Test  equipment.  The  equipment 
for  performing  the  meastirement  shall  be 
in  accordance  with  ANSI/IEEE  743- 
1984  (R  1993). 

(5)  Applicable  results.  The  S/CNN  for 
both  trunk  and  nonloaded  subscriber 
loop  circuits  shall  not  be  less  than  31 
dB. 

(6)  Data  record.  The  meastirement 
data  shall  be  recorded.  Suggested 
formats  similar  to  Format  VI,  Voiceband 
Data  Transmission  Tests — ^Nonloaded 
Subscriber  Loops,  and  Format  Vn, 
Voiceband  Data  Transmission  Tests — 
Trunk  Circuits,  in  §  1755.407  or  formats 
specified  in  the  applicable  construction 
contract  may  be  used. 

(7)  Probable  causes  for 
nonconformance.  Some  of  the  causes  for 
failing  to  obtain  the  desired  results  may  , 
be  due  to  excessive  harmonic  distortion, 
quantizing  noise,  phase  and  amplitude 
jitter,  and  loss  in  digital  pads  used  for 
level  settings. 

(c)  Signal-to-intermodulation 
distortion  (S/IMD)  measurement.  (1) 
When  specified  by  the  borrower,  S/IMD 
measurements  shall  be  made  on  trunk 
circuits  and  nonloaded  subscriber  loops. 
For  trunk  circuits,  the  measurement 
shall  be  made  between  CO  locations. 

For  nonloaded  subscriber  loops,  the 
measurement  shall  be  made  from  the  CO 
to  the  station  protector  of  the  NID  at  the 
customer’s  access  location. 

(2)  S/IMD  is  a  measure  of  the 
distortion  produced  by  extraneous 
frequency  cross  products,  known  as 
intermodulation  products,  when  a 
multi-tone  tone  signal  is  applied  to  a 
system. 

(3)  Intermodulation  distortion  (IMD) 
is  caused  by  system  nonlinearities 
acting  upon  the  harmonic  frequencies 
produced  from  an  input  of  multiple 
tones.  The  products  resulting  from  IMD 
can  be  more  damaging  than  noise  in 
terms  of  producing  daja  transmission 
errors. 

(4)  IMD  is  measiired  as  a  signal  to 
distortion  ratio  and  is  expressed  as  the 
logarithmic  ratio  in  dB  of  the  composite 
power  of  four  resulting  test  frequencies 
to  the  total  power  of  specific  higher 
order  distortion  products  that  are 
produced.  The  higher  order  products  are 
measured  at  both  the  2nd  order  and  3rd 
order  and  are  designated  R2  and  R3, 
respectively.  The  four  frequency  testing 
for  IMD  is  produced  with  four  tones  of 
857,  863, 1,372,  and  1,388  Hz  input  at 

a  composite  power  level  of  - 13  dBmO. 

(5)  Method  of  measxirement.  The  S/ 
IMD  measurement  shall  be  performed  in 
accordance  with  ANSI  Tl.506-1989  and 
ANSI/IEEE  743-1984(R  1993). 

(6)  Test  equipment.  The  equipment 
for  performing  the  measurement  shall  be 


in  accordance  with  ANSI/IEEE  743- 
1984  (R  1993). 

(7)  Applicable  results.  The  2nd  order 
(R2)  S/D^  for  both  trunk  and 
nonloaded  subscriber  loop  circuits  shall 
not  be  less  than  40  dB.  The  3rd  order 
(R3)  S/IMD  for  both  trunk  and 
nonloaded  subscriber  loop  circuits  shall 
not  be  less  than  40  dB. 

(8)  Data  record.  The  measurement 
data  shall  be  recorded.  Suggested 
formats  similar  to  Format  VI  for 
nonloaded  subscriber  loops  and  Format 
vn  for  trunk  circuits  in  §  1755.407  or 
formats  specified  in  the  applicable 
construction  contract  may  be  used. 

(9)  Probable  causes  for 
nonconformance.  Some  of  the  causes  for 
failing  to  obtain  the  desired  results  may 
be  due  to  channel  nonlinearities,  such 
as  compression  and  clipping,  which 
cause  harmonic  and  intermodulation 
distortion  in  a  voiceband  signal. 

(d)  Envelope  delay  distortion  (EDD) 
measurement.  (1)  When  specified  by  the 
borrower,  EDD  measurements  shall  be 
made  on  trunk  circuits  and  nonloaded 
subscriber  loops.  For  trunk  circuits,  the 
measurement  shall  be  made  between  CO 
locations.  For  nonloaded  subscriber 
loops,  the  measurement  shall  be  made 
from  the  CO  to  the  station  protector  of 
the  NID  at  the  customer’s  access 
location. 

(2)  EDD  is  a  measure  of  the  linearity 
or  imiformity  of  the  phase  versus 
frequency  characteristics  of  a 
transmission  facility.  EDD  is  also  known 
as  relative  envelope  delay  (RED). 

(3)  EDD  is  specifically  defined  as  the 
delay  relative  to  the  envelope  delay  at 
the  reference  frequency  of  1,704  Hz. 

EDD  is  typically  measured  at  two 
frequencies,  one  low  and  one  high  in 
the  voiceband.  The  low  frequency 
measurement  is  made  at  604  Hz.  The 
high  frequency  measurement  is  made  at 
2,804  Hz. 

(4)  Method  of  measurement.  The  EDD 
measurement  shall  be  performed  in 
accordance  with  ANSI  Tl.506-1989  and 
ANSI/IEEE  743-1984  (R  1993). 

(5)  Test  equipment.  The  equipment 
for  performing  the  measurement  shall  be 
in  accordance  with  ANSI/IEEE  743- 
1984  (R  1993). 

(6)  Applicable  results.  The  EDD  for 
both  trunk  and  nonloaded  subscriber 
loop  circuits  at  the  low  frequency  of  604 
Hz  shall  not  exceed  1,500  microseconds. 
The  EDD  for  both  trunk  and  nonloaded 
subscriber  loop  circuits  at  the  high 
frequency  of  2,804  Hz  shall  not  exceed 
1,000  microseconds. 

(7)  Data  record.  The  measurement 
data  shall  be  recorded.  Suggested 
formats  similar  to  Format  VI  for 
nonloaded  subscriber  loops  and  Format 
VII  for  trunk  circuits  in  §  1755.407  or 


formats  specified  in  the  applicable 
construction  contract  may  be  used. 

(8)  Probable  causes  for 
nonconformance.  Some  of  the  causes  for 
failing  to  obtain  the  desired  results  may 
be  due  to  nonlinearity  of  the  phase 
versus  frequency  characteristic  of  the 
transmission  facility.  This  nonlinear 
phase  versus  frequency  characteristic  of 
the  transmission  facility  causes  the 
various  frequency  components  to  travel 
at  difierent  transit  times  which  results 
in  successively  transmitted  data  pulses 
to  overlap  at  the  receive  end.  The 
overlapping  of  the  pulses  at  the  receive 
end  results  in  distortion  of  the  received 
signal.  Excessive  EDD  on  the 
transmission  facility  may  be  reduced 
using  data  modems  with  equaUzation  or 
by  conditioning  the  transmission  line. 

(e)  Amplitude  jitter  (AJ)  measurement. 

(1)  When  specified  by  the  borrower,  AJ 
measurements  shall  be  made  on  trunk 
circuits  and  nonloaded  subscriber  loops. 
For  trunk  circuits,  the  measurement 
shall  be  made  between  CO  locations. 

For  nonloaded  subscriber  loops,  the 
measvurement  shall  be  made  from  the  CO 
to  the  station  protector  of  the  NID  at  the 
customer’s  access  location. 

(2)  AJ  is  any  fluctuation  in  the  peak 
amplitude  value  of  a  fixed  tone  signal  at 
1,004  Hz  from  its  nominal  value.  AJ  is 
expressed  in  peak  percent  amplitude 
modulation. 

(3)  AJ  is  measured  in  two  separate 
frequency  bands,  4 — 300  Hz  and  20-300 
Hz.  The  4 — 300  Hz  band  is  important  for 
modems  employing  echo  canceling 
capabilities.  The  20 — 300  Hz  band  is 
used  for  modems  that  do  not  employ 
echo  cancelers. 

(4)  Amplitude  modulation  can  affect 
the  error  perfonnsmce  of  voicebemd  data 
modems.  The  measurement  of 
amplitude  jitter  indicates  the  total  effect 
on  the  amplitude  of  the  holding  tone  of 
incidental  eimplitude  modulation  and 
other  sources  including  quantizing  and 
message  noise,  impulse  noise,  gain  hits, 
phase  jitter,  and  additive  tones  such  as 
single-frequency  interference. 

(5)  Method  of  measurement.  The  AJ 
measurement  shall  be  performed  in 
accordance  with  ANSI  Tl.506-1989  and 
ANSI/IEEE  743-1984  (R 1993). 

(6)  Test  equipment.  The  equipment 
for  performing  the  measurement  shall  be 
in  accordance  with  ANSI/IEEE  743— 
1984  (R  1993). 

(7)  Applicable  results.  The  AJ  for  both 
trunk  and  nonloaded  subscriber  loop 
circuits  in  the  4 — 300  Hz  frequency 
band  shall  not  exceed  6%.  The  AJ  for 
both  trunk  and  nonloaded  subscriber 
loop  circuits  in  the  20 — 300  Hz 
frequency  band  shall  not  exceed  5%. 

(8)  Data  record.  The  measurement 
data  shall  be  recorded.  Suggested 
formats  similar  to  Format  VI  for 
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nonloaded  subscriber  loops  and  Format 
Vn  for  trunk  circniits  in  §  1755.407  or 
formats  specified  in  the  applicable 
construction  contract  may  be  used. 

(9)  Probable  causes  for 
nonconformance.  Some  of  the  causes  for 
failing  to  obtain  the  desired  results  may 
be  due  to  excessive  S/CNN,  impulse 
noise,  and  phase  jitter. 

(f)  Phase  jitter  (PJ)  measurement.  (1) 
When  specified  by  the  borrower,  PJ 
measurements  shall  be  made  on  tnmk 
circuits  and  nonloaded  subscriber  loops. 
For  trunk  circuits,  the  measurement 
shall  be  made  between  CO  locations. 

For  nonloaded  subscriber  loops,  the 
*  measiuement  shall  be  made  from  the  CO 
to  the  station  protector  of  the  NID  at  the 
customer’s  access  location. 

(2)  PJ  is  any  fluctuation  in  the  zero 
crossings  of  a  fixed  tone  signal  (usually 
1,004  Hz)  from  their  nominal  position  in 
time  witidn  the  voiceband.  PJ  is 
expressed  in  terms  of  either  degrees 
peak-to-peak  (®p-p)  or  in  terms  of  a  Unit 

'interval  (UI).  Ctae  UI  is  equal  to  360®  p- 
P- 

(3)  PJ  meeisiurements  are  typically 
performed  in  two  nominal  fir^uency 
bands.  The  frequency  bands  are  20-300 
Hz  band  and  either  the  2-300  Hz  band 
or  the  4-300  Hz  band.  The  20-300  Hz 
band  is  important  to  all  phase-detecting 
modems.  The  4-300  Hz  band  or  the  2- 
300  Hz  band  is  important  for  modems 
employing  echo  canceling  capabilities. 

(4)  Phase  jitter  can  affect  the  error 
performance  of  voiceband  data  modems 
that  use  phase  detection  techniques. 

The  measurement  of  phase  jitter 
indicates  the  total  effect  on  the  holding 
tone  of  incidental  phase  modulation  and 
other  sources  including  quantizing  and 
message  noise,  impulse  noise,  ph^ 
hits,  additive  tones  such  as  single¬ 
frequency  interference,  and  digital 
timing  jitter. 

(5)  Method  of  measurement.  The  PJ 
measurement  shall  be  performed  in 
accordance  with  ANSI  Tl.506-1989  and 
ANSI/IEEE  743-l984(R  1993). 

(6)  Test  equipment.  The  equipment 
for  performing  the  measurement  shall  be 


in  accordance  with  ANSI/IEEE  743- 
1984  (R  1993). 

(7)  AppUcable  results.  The  PJ  for  both 
trunk  and  nonloaded  subscriber  loop 
circuits  in  the  4-300  Hz  frequency  band 
shall  not  exceed  6.5®  p-p.  The  PJ  for 
both  trunk  and  nonloaded  subscriber 
loop  circuits  in  the  20-300  Hz 
frequency  band  shall  not  exceed  10.0® 

p-p. 

(8)  Data  record.  The  measurement 
data  shall  be  recorded.  Suggested 
formats  similar  to  Format  VI  for 
nonloaded  subscriber  loops  and  Format 
vn  for  trunk  cinniits  in  §  1755.407  or 
formats  specified  in  the  applicable 
construction  contract  may  be  used. 

(9)  Probable  causes  for 
nonconformance.  Some  of  the  causes  for 
failing  to  obtain  the  desired  results  may 
be  due  to  excessive  S/CNN,  impulse 
noise,  and  amplitude  jitter. 

(g)  Impulse  noise  measurement.  (1) 
When  specified  by  the  borrower, 
impulse*noise  measurements  shall  be 
made  on  trunk  circuits  and  nonloaded 
subscriber  loops.  For  trunk  circuits,  the 
measvirement  shall  be  made  between  CO 
locations.  For  nonloaded  subscriber 
loops,  the  measurement  shall  be  made 
frnm  the  CO  to  the  station  protector  of 
the  NID  at  the  customer’s  access 
location. 

(2)  Impulse  noise  is  a  measure  of  the 
presence  of  vmusually  large  noise 
excursions  of  short  duration  that  are 
beyond  the  normal  background  noise 
levels  on  a  facility.  Impulse  noise  is 
typically  measur^  by  coimting  the 
number  of  occurrences  beyond  a 
particular  noise  reference  threshold  in  a 
given  time  interval.  The  noise  reference 
level  is  C-message  weighted. 

(3)  Method  of  measurement.  The 
impulse  noise  measurement  shall  be 
performed  using  a  1,004  Hz  tone  at  - 13 
dBmO  and  in  accordance  with  ANSI 
Tl.506-1989  and  ANSI/IEEE  743- 
1984(R  1993). 

(4)  Test  equipment.  The  equipment 
for  performing  the  measurement  shall  be 
in  accordance  with  ANSI/IEEE  743- 
1984  (R  1993). 


(5)  Applicable  results.  The  impulse 
noise  for  both  trunk  and  nonloaded 
subscriber  loop  circuits  shall  not  exceed 
65  dBmCO  (decibels  relative  to  one 
picowatt  reference  noise  level, 
measured  with  C-message  frequency 
weighting,  referred  to  a  zero 
transmission  level  point).  The  impulse 
noise  requirement  shall  be  based  upon 

a  maximum  of  5  coimts  in  a  5  minute 
period  at  equal  to  or  greater  than  the 
indicated  noise  thresholds. 

(6)  Data  record.  The  measurement 
data  shall  be  recorded.  Suggested 
formate  similar  to  Format  VI  for 
nonloaded  subscriber  loops  and  Format 
VII  for  trunk  circuits  in  §  1755.407  or 
formats  specified  in  the  applicable 
construction  contract  may  be  used. 

(7)  Probable  causes  for 
nonconformance.  Some  of  the  causes  for 
failing  to  obtain  the  desired  results  may 
be  due  to  excessive  transient  signals 
originating  fr'om  the  various  switching 
operations. 

§  1755.406  Shield  or  armor  ground 
resistance  measurements. 

(a)  Shield  or  armor  groimd  resistance 
measurements  shall  be  made  on 
completed  lengths  of  copper  cable  and 
wire  plant  and  fiber  optic  cable  plant. 

(b)  Method  of  measurement.  (1)  The 
shield  or  armor  ground  resistance 
mecisurement  shall  be  made  between  the 
copper  cable  and  wire  shield  and 
groimd  and  between  the  fiber  optic 
cable  armor  and  ground,  respectively. 
The  measurement  shall  be  made  either 
on  cable  and  wire  lengths  before 
splicing  and  before  any  ground 
connections  are  made  to  the  cable  or 
wire  shields  or  armors.  Optionally,  the 
measurement  may  be  made  on  cable  and 
wire  lengths  after  splicing,  but  all 
ground  connections  must  be  removed 
from  the  section  imder  test. 

(2)  The  method  t>f  measurement  using 
either  an  insulation  resistance  test  set  or 
a  dc  bridge  type  megohmmeter  shall  be 
as  shown  in  Figure  18  as  follows: 
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FIGURE  18 

SHIELD  OR  ARMOR  GROUND  RESISTANCE  MEASUREMENT 


Gobi*  Shield  or  Armor 


insulotion  Resistonct 


Ground 


Nototr 

Tor  bond  cronktd  or  bottory  oporotod  Insulotion  Resistonct  Testers,  the  output 
volto9e  should  not  exceed  500  volts  dc. 

(^For  dc  bridge  type  Megohnrvneters,  the  voltoge  opplied  to  the  shield  or  ormor 
under  test  should  not  be  less  thon  250  volts  dc  nor  greoter  thon  1000  volts  dc 
when  using  instruments  hovk^g  odjustoble  lest  voltoge  levels. 

(^Wien  the  distoncc  between  test  points  results  in  a  mcosurement  beyond  the 
ronge  of  the  test  equipment,  extended  ronge  devices  reconrunended  by  the 
test  equipment  monufocturer  may  be  used  to  ossist  in  moking  the  meosurement 

Biddle  CO. -Model  BM  200,  Associate  Reseorch-Model  263. 

General  Rodio-1864  Megohm  Meter,  or  equivolent. 


>  T,.  I.-  ij  shield  or  eirmor  ground  resistance  levels  ohm-mile 

(c)  Test  equipment.  (Ij  The  shield  or  •  normally  exceed  1  megohm-mile  (1.6  (75,000  ohms  x  4.9  km  =  367,000 

armor  ground  resistance  measurements  megohm-km)  at  OS'T  (20“C).  A  value  of  ohm-km) 

may  be  made  using  an  insulation  100,000  ohm-mile  (161,000  ohm-km)  at  Equation  2. 100,000  ohm-mile  +  Length 

resistance  test  set,  a  dc  bridge  type  00op  (20®C)  shall  be  the  minimum  =  Minimum  Acceptable  Meter  Scale 

megohmmeter,  or  a  commercially  acceptable  value  of  the  shield  or  armor  Reading 

available  fault  locator.  ground  resistance.  100,000  ohm-mile  3  miles  “  33,333 

(2)  The  insulation  resistance  test  set  (2)  Shield  or  armor  ground  resistance  ohms 

should  have  an  output  voltage  not  to  varies  inversely  with  length  and  (161,000  ohm-km  +  4.9  km  =  32,857 

exceed  500  volts  dc  and  may  be  hand  temperature.  In  addition  other  factors  ohms) 

cranked  or  battery  operated.  which  may  affect  readings  could  be  soil  (ii)  Since  the  33,333  ohms  (32,857 

(3)  The  dc  bridge  type  megohmmeter,  conditions,  faulty  test  equipment  and  •  ohms)  is  the  minimum  acceptable  meter 

which  may  be  ac  powered,  should  have  incorrect  test  procedures.  scale  reading  and  the  meter  scale 

scales  and  multipliers  which  make  it  (3)  For  Ae  resistance  test  method  and  reading  was  75,000  ohms,  the  cable  is 

possible  to  accurately  read  resistance  dc  bridge  type  megohmmeter,  the  ohm-  considered  to  haveTnet  the  100,000 

values  of  50,000  ohms  to  10  megohms.  mile  (ohm-km)  value  for  the  shield  or  ohm-mile  (161,000  ohm-km) 

The  voltage  that  is  applied  to  the  shield  armor  groimd  resistance  shall  be  requirement, 

or  armor  during  the  test  should  not  be  computed  by  multiplying  the  actual  (5)  Due  to  the  differences  between 

less  than  “250  volts  dc”  nor  greater  than  scale  reading  in  ohms  on  the  test  set  by  various  jacketing  materials  used  in 

“1,000  volts  dc”  when  using  an  the  length  in  miles  (km)  of  the  cable  or  manufacturing  cable  or  wire  and  to 

instrument  having  adjustable  test  wire  under  test.  varying  soil  conditions,  it  is  impractical 

voltage  levels.  (4)(i)  The  objective  shield  gf  armor  to  provide  simple  factors  to  predict  the 

(4)  Commercially  available  fault  ground  resistance  may  be  determined  by  magnitude  of  variation  in  shield  or 

locators  may  be  used  in  lieu  of  the  dividing  100,000  by  the  length  in  miles  armor  to  ground  resistance  due  to 

above  equipment,  if  the  devices  are  (161,000  by  the  length  in  km)  of  the  temperature.  The  variations  can, 

capable  of  detecting  faults  having  cable  or  wire  imder  test.  The  resulting  however,  be  substantial  for  wide 

resistance  values  of  50,000  ohms  to  10  value  is  the  minimum  acceptable  meter  excursions  in  temperatme  from  the 

megohms.  Operation  of  the  devices  and  scale  reading  in  ohms.  Examples  for  ambient  temperature  of  68®F  (20'’C). 

method  of  locating  the  faults  should  be  paragraphs  (d)(3)  and  (d)(4)  of  this  (e)  Data  record.  The  data  shall  be 

in  accordance  with  manufacturer’s  section  are  as  follows:  corrected  to  the  length  requirement  of 

instructions.  Equation  1.  Test  Set  ohm-mile  (ohm-km)  and  a  temperature 

(d)  Applicable  results.  (1)  For  all  new  Scale  Reading  x  Length  =  Resistance-  of  68®F  (20®C)  and  shall  be  recorded  on 

copper  cable  and  wire  facilities  and  all  Length  a  form  specified  in  the  applicable 

new  fiber  optic  cable  facilities,  the  75,000  ohms  x  3  miles  =  225,000  construction  contract. 
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(f)  Probable  causes  for 
nonconformance.  (1)  When  results  of 
resistance  measurements  are  below  the 
100,000  ohm-milo  (161,000  ohm-km) 
requirement  at  68°F  (20*^!;),  the  jacket 
temperature,  soil  ccmditions,  test 
equipment  and  method  shall  be  * 
reviewed  before  the  cable  or  More  is 
considered  a  failure.  If  the  temperaUue 
is  approximately  68**F  (20°C)  and  soil 
conditions  are  acceptable,  and  a  reading 
of  less  than  100,000  ohm-mile  (161,000 
ohm-km)  is  indicated,  check  the 
calibration  of  the  equipment;  as  well  as, 
the  test  method.  If  the  equipment  was 
foimd  to  be  out  of  calibration, 
recalibrate  the  equipment  and 
remeasure  the  cable  or  wire.  If  the 


temperature  was  86®F  (30®C)  or  higher, 
the  cable  or  wire  shall  be  remeasiired  at 
a  time  when  the  temperature  is 
approximately  OO^F  (20‘*C).  If  the  test 
was  performed  in  imusually  wet  soil, 
the  cable  or  wire  shall  be  retested  after 
the  soil  has  reached  normal  conditions. 
If  after  completion  of  the  above  steps, 
the  resistance  value  of  100,000  ohm- 
mile  (161,000  ohm-km)  or  greater  is 
obtained,  the  cable  or  wire  shall  be 
considered  acceptable. 

(2)  When  the  resistance  value  of  the 
cable  or  wire  is  still  foimd  to  be  below 
100,000  ohm-mile  (161,000  ohm-km) 
requirement  after  completion  of  the 
steps  listed  in  paragraph  (f)(1)  of  this 
section,  the  feult  shall  be  isolated  by 


performing  shield  or  armor  groimd 
resistance  measmements  on  individual 
cable  or  wire  sections. 

(3)  Once  the  fault  or  faults  have  been 
isolated,  the  cable  or  wire  jacket  shall  be 
repaired  in  accordance  wi^  §  1755.200, 
RUS  Standard  for  Splicing  Copper  and 
Fiber  Optic  Cables,  or  the  entire  cable  or 
wire  section  may  be  replaced  at  the 
request  of  the  borrower. 

§  1755.407  Data  formats. 

The  following  suggested  formats 
listed  in  this  section  may  be  used  for 
recording  the  test  data: 
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FORMAT  IV 

OUTSIDE  PLANT  ACCEPTANCE  TESTS  -  STATION  CARRIER  PAIRS 


i  I 

I  f® 


I  I  II  8  3  8  SI  II  88  8  =  1 


||  8  8  8  =  1  jf|  8  8  8  =  | 


FORMAT  V 

OUTSIDE  PLANT  ACCEPTANCE  TESTS 
FIBER  OPTIC  TELECOMMUNICATIONS  PLANT 


TERMINATION  ROINT  A: 
TCRMWATTON  PONT  B: 


Tnt«r  (Contractor); . 
Toslor  (Cnginoor);  — 
Tootor  (Borrower);  — 


Moistura  Content  of  Sol; 


Splice  Loss 
(US) 


End-to-End 

Attenuation 

(dBA"!) 


End-  to-End 
Fiber  S'lQnature 


Armor  Continuity  Doto  hos  bean  ottoched.  Yes^_No__ 
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FORMAT  VII 

VOICEBAND  DATA  TRANSMISSION  TESTS  -  TRUNK  ORCUITS 
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Dated:  July  29, 1996. 

Jill  Long  Thompson, 

Under  Secretary,  Rural  Development.  . 

[FR  Doc.  96-19852  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  3410-15-P 


DEPARTMENT  OF  JUSTICE 
Immigration  and  Naturalization  Service 

8CFRPart312 

[INS  No.  1702-66] 

RiN  1115-AE02 

Exceptions  to  the  Educational 
Requirements  for  Naturalization  for 
Certain  Applicants 

AGENCY:  Immigration  and  Naturalization 
Service,  Justice. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Immigration  and 
Naturalization  Service  (the  Service)  is 
amending  its  regulation  relating  to  the 
educational  requirements  for 
naturalization  of  eligible  applicants. 

This  is  necessary  to  implement  changes 
to  section  312  of  the  Immigration  and 
Nationality  Act  (the  Act)  as  amended  by 
the  Technical  Corrections  Act  of  1994. 
The  amendment  provides  an  exemption 
from  the  requirements  of  demonstrating 


an  understanding  of  the  English 
language,  including  an  ability  to  read, 
write,  and  speak  words  in  ordinary 
usage,  and  of  demonstrating  a 
knowledge  and  understanding  of  the 
fundamentals  of  the  history,  and  of  the 
principles  and  form  of  government  of 
the  United  States,  for  certain  applic:ants 
who  are  unable  to  comply  with  both 
requirements  because  they  possess  a 
“physical  or  developmental  disability” 
or  a  “mental  impairment.” 

DATES:  Written  comments  must  he 
submitted  on  or  before  September  27, 
1996. 

ADDRESSES:  Please  submit  written 
comments  in  triplicate  to  the  Director, 
Policy  Directives  and  Instructions 
Branch,  Immigration  and  Naturalization 
Service,  425  I  Street,  NW,  Room  5307, 
Washington,  DC  20536.  To  ensure 
proper  handling,  please  reference  INS 
number  1702-96  on  your 
correspondence.  Comments  are 
available  for  public  inspection  at  the 
above-noted  address  by  calling  (202) 
514-3048  to  arrange  an  appointment. 

FOR  FURTHER  INFORMATION  CONTACT: 

Craig  S.  Howie,  Adjudications  Officer, 
Adjudications  and  Nationality  Division, 
Immigration  and  Naturalization  Service, 
425  I  Street  NW.,  Room  3214, 


Washington,  DC  20536,  telephone  (202) 
514-5014. 

SUPPLEMENTARY  INFORMATION: 
Background 

Section  312  of  the  Act  requires  a 
person  seeking  naturalization  as  a 
citizen  of  tho  United  States  to 
demonstrate  an  understanding  of  the 
English  language  and  a  knowledge  and 
imderstanding  of  the  fundamentals  of 
the  history,  and  of  the  principles  and 
form  of  government  of  the  United  States. 
On  October  25, 1994,  Congress  amended 
section  312  of  the  Act,  through  the 
enactment  of  the  Immigration  and 
Nationality  Technical  Corrections  Act  of 
1994  (Technical  Corrections  Act),  Public 
Law  103—416, 108  Stat.  4309,  section 
108(a)(4). 

Under  the  new  subsection  (b)  of 
section  312  of  the  Act,  certain  persons 
are  exempt  from  the  English  proficiency 
and  history  and  government 
requirements  of  section  312(a)  if  they 
possess  a  “physical  or  developmental 
disability”  or  a  “mental  impairment.” 

Congress  did  not  specifically  define 
the  phrases  “physical  and 
developmental  disability”  or  “mental 
impairment”  in  the  Technical 
Corrections  Act.  However,  Congress  did 
provide  limited  guidance  for  defining 
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these  terms  in  the  Report  of  the  House 
of  Representatives  Committee  on  the 
Judiciary,  H.R.  No.  103-387,  November 
20, 1993.  The  relevant  comments,  foimd 
on  pages  5  and  6  of  the  report,  read: 

The  bill  also  provides  a  general  waiver  of 
all  testing  requirements  for  persons  of  any 
age  who,  because  of  “physical  or  , 
developmental  disability  or  mental 
impairment,’’  could  not  reasonably  be 
expected  to  pass  the  test.  This  is  not  intended 
to  include  conditions  that  are  either 
temporary  or  that  have  resulted  from  an 
individual’s  illegal  use  of  drugs. 

An  individual  who  is  developmentally 
disabled  is  one  who  shows  delayed 
development  of  a  specific  cognitive  area  of 
maturation,  i.e.,  reading,  language,  or  speech, 
resulting  in  intellectual  functioning  so 
impaired  as  to  render  the  individud  unable 
to  participate  in  the  normal  testing 
procedures  for  naturalization.  This  is  not  an 
acquired  disability,  but  one  whose  onset 
occurred  prior  to  the  18th  birthday.  An 
individual  who  is  mentally  disabled  is  one 
for  whom  there  is  a  primary  impairment  of 
brain  function,  generally  associated  with  an 
organic  basis  upon  which  diagnosis  is  based, 
renting  in  an  impairment  of  intellectual 
functions,  including  memory,  orientation  or 
judgment  This  definition  does  not  include 
individuals  whose  mental  disability  is  not 
the  result  of  a  physical  disorder.  An 
individual  who  is  physically  disabled  is  one 
who  has  a  physical  impairment  that 
substantially  limits  a  major  life  activity. 

It  is  clear  that  the  amendment  to 
section  312  is  to  exempt  only  those 
individuals  who,  because  of  their 
disability,  cannot  demonstrate  the 
requisite  literacy  and  knowledge  as 
required  under  section  312  of  &e  Act. 

On  November  21, 1995,  the  Service 
provided  policy  guidance  to  its  field 
offices  with  preliminary  instructions  for 
adjudication  of  naturalization 
applications  based  on  the  expanded 
exemptions  provided  under  the 
Technical  Corrections  Act.  The  Service 
also  provided  preliminary  definitions  of 
the  terms  “development^  disability,’’ 
“physical  disability,’’  and  “mental 
impcurment”  following  the  language  in 
H.R.  No.  103-387.  Applicants  seeking 
disability  waivers  were  required  to 
submit  medical  evidence  (e.g.,  a  one- 
page  certification  finm  a  designated 
civil  surgeon)  with  their  N-400, 
Application  for  Naturalization, 
supporting  their  claim  of  disability. 

Amendment  of  Existing  Regulation 

In  order  to  implement  the  changes  to 
section  312  of  the  Act  as  mandated  by 
the  Technical  Corrections  Act,  the 
Service  is  proposing  to  amend  8  CFR 
312.1  and  312.2  to  provide  definitions 
of  the  terms  “developmental  disability,” 
“physical  disability,”  and  “mental 
impairment,”  and  to  outline  procedures 
for  individuals  who  seek  disability 


exemption  pursuant  to  section  312(b)(1) 
of  the  Act. 

This  proposed  rule  not  only  modifies 
the  Service’s  current  preliminary 
guidance  to  the  field  but  also  comports 
with  existing  Federal  policies  and 
regulations  for  implementing 
nondiscriminatory  disability  based 
programs  as  required  imder  section  504 
of  the  Rehabilitation  Act  of  1973,  as 
amended  by  section  119  of  the 
Rehabilitation,  Comprehensive  Services, 
and  Developmental  Disabilities  Act  of 
1978,  and  28  CFR  part  39.  This 
proposed  rule  also  provides  that  an 
exemption  will  be  grantecT  only  to  those 
individuals  with  disabilities  who, 
because  of  the  nature  of  their  disability, 
cannot  demonstrate  the  required 
imderstandlng  of  the  English  language 
and  knowledge  of  American  history  and 
government. 

The  section  312(b)  disability- 
exemption  is  not  a  blanket  waiver  firom 
the  testing  requirements  to  be  granted 
based  solely  on  evidence  of  a  disability. 
To  interpret  section  312(b)  as  a  blanket 
exemption  not  only  would  have  the  tacit 
effect  of  perpetuating  the  negative 
ster^type  that  people  with  disabilities 
are  unable  to  participate  fully  in 
mainstream  activities,  but  also  would  be 
contrary  to  the  requirements  of  section 
504  of  the  Rehabilitation  Act. 

All  waiver  eligibility  determinations 
will  be  based  on  individual  assessments 
by  civil  suigeons  or  qualified 
individuals  or  entities  designated  by  the 
Attorney  General,  who  determine  t^t 
the  applicant  has  a  disability  that 
renders  the  individual  imable  to 
demonstrate  the  English  proficiency  or 
knowledge  required  by  tMs  part  or 
renders  the  individual  \mable,  even 
with  reasonable  modifications,  to 
participate  in  the  testing  procedures  for 
naturalization. 

Pursuant  to  section  504  of  the 
Rehabilitation  Act  of  1973,  the  Service 
will  provide  reasonable  modifications  in 
its  testing  procedures  to  enable 
naturalization  applicants  who  have 
disabilities  to  participate  in  the  process. 
Reasonable  modifications  may  include 
providing  wheelchair-accessible  test 
sites,  sign  language  interpreters,  or 
brailled  materials.  In  addition, 
modifications  may  be  made  in  the  test 
format  or  test  administration 
procediu^s.  An  applicant  will  be 
deemed  unable  to  participate  in  the 
testing  procedures  only  in  those 
situations  where  there  are  no  reasonable 
modifications  that  would  enable  the 
applicant  to  participate. 

It  will  be  the  responsibility  of  the 
disabled  person  applying  for 
naturalization  to  provide  the 
docmnentation  necessary  to  substantiate 


the  claim  for  a  disability-based 
exception.  The  Service  has  no  desire  for 
applicants  with  disabilities  to  submit 
extensive  medical  reports  or  medical 
background  information  regarding  their 
condition.  Since  Service  officers  are  not 
physicians  and  should  not  be  placed  in 
the  position  of  making  a  medical 
determination,  the  Service  is  proposing 
use  of  civil  surgeons  for  assessing  the 
disability  claimed  by  applicants.  In 
addition,  as  reflected  in  the  language  of 
the  proposed  rule,  the  Service  is 
considering  use  of  qualified  individuals 
or  entities  designated  by  the  Attorney 
General  to  perform  such  assessments. 
The  designees  will  review  the  necessary 
background  medical  reports,  submitted 
by  the  applicant  or  the  applicant’s 
medical  specialist.  Qvil  surgeons  not 
experienced  in  diagnosing 
developmental  disabilities  or  other 
cognitive  impairments  shall  be  required 
to  consult  with  professionals  who  are 
experienced  in  diagnosing  cognitive 
impairments  prior  to  maldng  an 
eligibility  determination.  If  the  surgeon 
or  designee  is  in  agreement  with  the 
backgroimd  information  and  has 
consulted  with  the  necessary  specialist, 
he  or  she  will  issue  a  one-page 
certification,  verifying  the  existence  of  a 
disability  as  defined  under  8  CFR 
312.1(b)(3)  and  312.2(b)(1),  and  attesting 
to  the  applicant’s  inability  to  participate 
in  the  testing  procedures  required  under 
section  312  of  the  Act.  The  Service  fully 
intends  to  work  with  the  civil  surgeons 
and  other  qualified  individuals  or 
entities  in  developing  guidance  and 
procedures  for  the  preparation  of  the 
certification  needed  by  an  applicant 
with  a  disability  for  this  particular 
exception. 

Request  for  Comments 

The  Service  is  seeking  public 
comments  regarding  this  proposed  rule. 
The  Service  is  interested  in  public 
comment  on  the  requirements  for 
medical  certifications.  The  Service  also 
seeks  public  comment  on  the  use  of 
civil  surgeons  and  on  the  circumstances 
under  which  the  Service  should 
consider  use  of  qualified  individuals  or 
entities,  other  than  civil  surgeons,  for 
disability  determinations  such  as 
licensed  physicians,  other  health  care 
professionals,  or  other  government  or 
private  entities  designated  by  the 
Attorney  General.  It  should  also  be 
noted  that  the  Service  is  engaged  in  an 
additional  revision  of  8  CFR  part  312. 
That  revision  will  be  issued  as  a 
proposed  nile,  also  with  a  request  for 
public  comments. 
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Paperwork  Reduction  Act  of  1995 

This  proposed  rule  contains 
information  collections  which  are 
subject  to  review  by  OMB  under  the 
Paperwork  Reductions  Act  of  1995  (Pub. 
L.  104-13).  Therefore,  the  agency 
solicits  public  comments  on  the  revised 
information  collection  requirements  in 
order  to:  (1)  Evaluate  whether  the 
proposed  collection  of  information  is 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility;  (2)  evaluate  the 
accuracy  of  the  agency’s  estimate  of  the 
burden  of  the  proposed  collection  of 
information,  including  the  validity  of 
the  methodology  and  assumptions  used; 
(3)  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (4)  minimize  the  burden 
of  the  collection  of  information  on  those 
who  are  to  respond,  including  through 
the  use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
re^onses. 

The  Service,  in  calculating  the  overall 
burden  this  requirement  will  place  upon 
the  public,  estimates  that  approximately 
300,000  applicants  may  apply  for  an 
exemption  from  the  requirements  of 
section  312.  The  Service  also  estimates 
that  it  will  take  each  applicant  three  (3) 
hours  to  obtain  the  necessary  attestation 
for  an  exemption.  This  amounts  to 
900,000  total  burden  hovus. 

As  required  by  section  3507(d)  of  the 
Paperwork  Reduction  Act  of  1995,  the 
Service  has  submitted  a  copy  of  this 
proposed  rule  to  OMB  for  its  review  of 
the  revised  information  collection 
requirements.  Other  organizations  and 
individuals  interested  in  submitting 
comments  regarding  this  burden 
estimate  or  any  aspect  of  these 
information  collection  requirements, 
including  suggestions  for  reducing  the 
burden,  should  direct  them  to:  Office  of 
Information  and  Regulatory  Affairs 
(OMB),  725 17th  Street,  NW, 
Washington,  DC  20503,  Attn:  DOJ/INS 
Desk  Officer,  Room  10235. 

Regulatory  Flexibility  Act 

The  Commissioner  of  the  Immigration 
and  Naturalization  Service,  in 
accordance  with  the  Regulatory 
Flexibility  Act  (5  U.S.C.  605(b)),  has 
reviewed  this  regulation,  and  by 
approving  it,  certifies  that  the  rule  will 
not  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  This  rule  has  been  drafted  in  a 
way  to  minimize  the  economic  impact 
that  it  has  on  small  business  while 
meeting  its  intended  objectives. 


Executive  Order  12866 

This  rule  is  considered  by  the 
Department  of  Justice,  Immigration  and 
Naturalization  Service,  to  be  a 
"significant  regulatory  action"  under 
Executive  Order  12866,  section  3(f), 
Regulatory  Planning  and  Review.  Under 
Executive  Order  12866,  section  6(a)(3) 
(B)-(D),  this  proposed  rule  has  been 
submitted  to  the  Office  of  Management 
and  Budget  for  review.  This  rule  is 
mandated  by  the  1994  Technical 
Corrections  Act  in  order  to  afford 
certain  disabled  naturalization 
applicants  an  exemption  from  the 
educational  requirements  outlined  in 
section  312  of  the  Immigration  and 
Nationality  Act. 

Executive  Order  12612 

• 

The  regulation  will  not  have 
substantial  direct  efiects  on  the  States, 
on  the  relationship  between  the 
National  Government  and  the  States,  or 
on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  12612, 
it  is  determined  that  this  rule  does  not 
have  sufficient  federalism  implications 
to  warrant  the  preparation  of  a 
Federalism  Assessment. 

List  of  Subjects  in  8  CFR  Part  312 

Citizenship  and  naturalization. 
Education. 

Accordingly,  part  312  of  chapter  I  of 
title  8  of  the  Code  of  Federal 
Regulations  is  proposed  to  be  amended 
as  follows: 

PART  312— EDUCATIONAL 
REQUIREMENTS  FOR 
NATURAUZATION 

1.  The  authority  citation  for  part  312 
continues  to  read  as  follows: 

Authority:  8  U.S.C.  1103, 1423, 1443, 1447, 
1448. 

2.  In  §  312.1,  paragraph  (b)(3)  is 
revised  to  read  as  follows: 

f 

§  31 2.1  Literacy  requirements. 
***** 

(b)*  *  * 

(3)  The  requirements  of  paragraph  (a) 
of  this  section  shall  not  apply  to  any 
person  who  is  unable  because  of 
physical  or  developmental  disability  or 
mental  impairment  to  demonstrate  an 
understanding  of  the  English  language, 
as  noted  in  paragraph  (a)  of  this  section. 
Physical  disability,  developmental 
disability,  and  mental  impairment  do 
not  include  conditions  that  are 
temporary  or  that  have  resulted  from  an 
individual’s  illegal  drug  use. 

(i)  For  the  purposes  of  this  paragraph 
(b)(3),  the  term: 


Developmental  disability  means  an 
impairment,  the  onset  of  which 
precedes  an  individual’s  18th  birthday, 
that  causes  an  individual  to  show 
delayed  development  of  a  specific 
cognitive  area  of  maturation,  i.e., 
reading,  language  or  speech,  resulting  in 
intellectual  functioning  so  impaired  as 
to  render  an  individual  to  be  unable  to 
demonstrate  an  understanding  of  the 
English  language  as  required  by  this 
section,  or  that  renders  the  individual 
unable  to  fulfill  the  requirements  for 
English  proficiency,  even  with 
reasonable  modifications. 

Mental  impairment  means  a  primary 
impairment  of  brain  function,  generally 
associated  with  an  organic  basis  upon 
which  the  diagnosis  is  based,  resulting 
in  an  impairment  of  intellectual 
functions  such  as  memory,  orientation, 
or  judgment  that  causes  an  individual  to 
be  unable  to  demonstrate  an 
understanding  of  the  English  language 
required  by  this  section,  or  that  renders 
the  individual  unable  to  fulfill  the 
requirements  for  English  proficiency, 
even  with  reasonable  modifications. 

This  definition  does  not  include  a 
mental  impairment  that  is  not  the  result 
of  a  physical  disorder. 

Physical  disability  means  a  physical 
impairment  that  su^tantially  limits  an 
individual’s  major  life  activities  in  a 
way  that  causes  that  individual  to  be 
unable  to  demonstrate  an  understanding 
of  the  English  language  required  by  this 
section,  or  that  renders  the  individual 
unable  to  fulfill  the  requirements  for 
English  proficiency,  even  with 
reasonable  modifications. 

(ii)  [Reserved] 

***** 

3.  Section  312.2  is  amended  by: 

a.  Revising  the  last  sentence  of 
paragraph  (a); 

b.  Redesignating  paragraph  (h)  as 
paragraph  (c)  and  by 

c.  Adding  a  new  paragraph  (b),  to  read 
as  follows: 

§  312.2  Knowledge  of  history  and 
government  of  the  United  States. 

(a)  *  *  *  A  person  who  is  exempt 
from  the  literacy  requirement  under 

§  312.1(b)  (1)  and  (2)  must  still  satisfy 
this  requirement. 

(b)  Exceptions.  (1)  The  requirements 
of  paragraph  (a)  of  this  section  shall  not 
apply  to  any  person  who  is  unable 
b^ause  of  physical  or  developmental 
disability  or  mental  impairment  to 
demonstrate  a  knowledge  and 
understanding  of  the  fundamentals  of 
the  history,  and  of  the  principles  and 
form  of  government  of  the  United  States. 
Physical  disability,  developmental 
disability,  and  mental  impairment  do 
not  include  conditions  that  are 
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temporary,  or  that  have  resulted  from  an 
individual’s  illegal  drug  use. 

(1)  For  the  purposes  of  this  paragraph 
(h)(1),  the  term: 

Developmental  disability  means  an 
impairment,  the  onset  of  which 
precedes  an  individual’s  18th  birthday, 
that  causes  an  individual  to  show 
delayed  development  of  a  specific 
cognitive  area  of  maturation,  i.e., 
reading,  language  or  speech,  resulting  in 
intellectual  functioning  so  impaired  as 
to  render  the  individual  unable  to 
demonstrate  the  knowledge  required  by 
this  section  or  that  renders  the 
individual  unable  to  participate  in  the 
testing  procedures  for  naturalization, 
even  with  reasonable  modifications. 

Mental  impairment  means  a  primary 
impairment  of  brain  function,  generally 
associated  with  ah  organic  basis  upon 
which  the  diagnosis  is  based,  resulting 
in  an  impairment  of  intellectual 
functions  such  as  memory,  orientation, 
or  judgment  that  renders  the  individual 
unable  to  demonstrate  the  knowledge 
required  by  this  section  or  that  renders 
the  individual  unable  to  participate  in 
the  testing  procedures  for 
naturalization,  even  with  reasonable 
modifications.  This  definition  does  not 
include  a  mental  impairment  that  is  not 
the  result  of  a  physical  disorder. 

Physical  disability  means  a  physical 
impairment  that  substantially  limits  an 
individual’s  major  life  activities  in  a 
way  that  renders  the  individual  unable 
to  demonstrate  the  knowledge  required 
by  this  section  or  that  renders  the 
individual  unable  to  partioipate  in  the 
testing  procedures  for  naturalization, 
even  with  reasonable  modifications. 

(ii)  (Reserved) 

(2)  Medical  certification.  All  persons 
applying  for  naturalization  and  seeking 
an  exemption  from  the  requirements  of 
§  312.1(a)  and  paragraph  (a)  of  this 
section  based  on  one  of  the  enumerated 
disability  exceptions  must  submit  a 
certification  from  a  designated  civil 
surgeon  (as  defined  in  42  CFR  34.2)  or 
qualified  individuals  or  entities 
designated  by  the  Attorney  General, 
attesting  to  the  origin,  nature,  and  extent 
of  the  person’s  medical  condition  as  it 
relates  to  the  disability  exceptions  noted 
under  §  312.1(b)(3)  and  paragraph  (b)(1) 
of  this  section.  The  certification  shall  be 
a  letter-sized  one-page  document, 
signed  and  dated  by  the  civil  surgeon  or 
qualified  individuals  or  entities.  The 
civil  surgeon,  in  particular  those  not 
experts  in  diagnosing  developmental 
disabilities  or  other  cognitive 
impairments,  shall  consult  with  other 
qualified  physicians  and  psychologists 
prior  to  providing  a  certification,  and 
may  require  the  person  seeking  a 
disability-based  exception  to  furnish 


evidence  from  a  medical  specialist  or 
psychologist  to  support  the  person’s 
claim  of  a  qualifying  disability.  Any 
additional  medical  evidence  required  by 
a  civil  surgeon  to  assist  in  the 
evaluation  shall  only  be  for  the  use  of 
the  civil  surgeon.  The  additional 
evidence  shall  not  be  attached  to  the 
civil  surgeon’s  certification  or  filed  with 
the  applicant’s  application  for 
naturalization  as  t^ckground  or 
supporting  documentation.  An  affidavit 
or  attestation  by  the  person,  his  or  her 
relatives,  or  guardian  on  his  or  her 
medical  condition  is  not  a  sufficient 
medical  attestation  for  purposes  of 
satisfying  this  requirement.  The  Service 
may  consult  with  other  Federal  agencies 
in  making  its  determination  on  whether 
an  individual  previously  determined  to 
be  disabled  by  another  Federal  agency 
has  a  disability  as  defined  in  this 
section.  This  consultation  may  be  used 
in  lieu  of  the  individual’s  medical 
certification. 

***** 

Dated:  August  23, 1996. 

Doris  Meissner, 

Commissioner,  Immigration  and 
Naturalization  Service. 

IFR  Doc.  96-22043  Filed  8-26-96;  11:52  am] 
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Federal  Aviation  Administration 

14  CFR  Part  39 

[Docket  No.  96-NM-1 45-AD] 

RIN  2120-AA64 

Airworthiness  Directives;  Boeing 
Model  737-100  and  -200  Series 
Airplanes 

AGENCY:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  This  document  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to 
certain  Boeing  Model  737-100  and  -200 
series  airplanes.  This  proposal  would 
require  replacing  the  aileron  (lateral) 
control  transfer  mechanism  with  a  new 
modified  mechanism,  or  reworking  the 
existing  mechanism.  This  proposal  is 
prompted  by  a  review  of  the  design  of 
the  flight  control  systems  on  Model  737 
series  airplanes.  The  actions  specified 
by  the  proposed  AD  are  intended  to 
prevent  unexpected,  significant  control 
wheel  forces  and  reduced  travel  of  a 
control  wheel  due  to  mechanical 
interference  within  the  lateral  control 


system  transfer  mechanism  during  a  jam 
override  condition. 

DATES:  Comments  must  be  received  by 
October  24, 1996. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  96-NM- 
145-AD,  1601  Lind  Avenue,  SW., 
Renton,  Washington  98055-4056. 
Comments  may  be  inspected  at  this 
location  between  9  a.m.  and  3  p.m., 
Monday  through  Friday,  except  Federal 
holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
Boeing  Commercial  Airplane  Group, 
P.O.  Box  3707,  Seattle,  Washington 
98124-2207.  This  information  may  be 
examined  at  the  FAA,  Transport 
Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington. 

FOR  FURTHER  INFORMATION  CONTACT:  Don 
Kurle,  Senior  Engineer,  Systems  and 
Equipment  Branch,  ANM-130S,  FAA, 
Transport  Airplane  Directorate,  Seattle 
Aircraft  Certification  Office,  1601  Lind 
Avenue,  SW.,  Renton,  Washington 
98055-4056;  telephone  (206)  227-2798; 
fax  (206)  227-1181. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Communications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  be  changed  in  light 
of  the  comments  received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environments:!,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  “Comments  to 
Docket  Number  96-NM-145-AD.’’  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 
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Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
96-NM-145-AD,  1601  Lind  Avenue, 
SW.,  Renton,  Washington  98055-4056. 

Discussion 

In  October  1994,  the  FAA  organized  a 
team  to  conduct  a  Critical  Design 
Review  (CDR)  of  the  flight  control 
systems  installed  on  Boeing  Model  737 
series  airplanes  in  an  effort  to  confirm 
the  continued  operational  safety  of  these 
airplanes.  The  formation  of  the  CDR 
team  was  prompted  by  questions  that 
arose  following  an  accident  involving  a 
Model  737-200  series  airplane  that 
occurred  near  Colorado  Springs, 
Colorado,  and  one  involving  a  Model 
737-300  series  airplane  that  occurred 
near  Pittsburgh,  Pennsylvania.  The  CDR 
team’s  analysis  of  the  flight  control 
systems  was  performed  independent  of 
the  investigations  of  these  accidents, 
which  are  conducted  by  the  National 
Transportation  Safety  Board  (NTSB). 

The  cause  of  the  accidents  has  not  yet 
been  determined. 

The  CDR  team  was  composed  of 
representatives  from  the  FAA,  the 
NTSB,  other  U.S,  government 
organizations,  and  foreign  airworthiness 
authorities.  The  team  reviewed  the 
service  history  and  the  design  of  the 
flight  control  systems  of  Model  737 
series  airplanes.  The  team  completed  its 
review  in  May  1995.  The 
recommendations  of  the  team  include 
various  changes  to  the  design  of  the 
flight  control  systems  of  these  airplanes, 
as  well  as  correction  of  certain  design 
deficiencies.  This  proposed  AD  is  one  of 
nine  rulemaking  actions  being  issued  by 
the  FAA  to  address  the 
recommendations  of  the  CDR  team. 

Report  Received  by  FAA 

The  FAA  has  received  a  report 
indicating  that  mechanical  interference 
can  occur  within  the  aileron  control 
transfer  mechanism  on  Model  737  series 
airplanes.  The  aileron  control  transfer 
mechanism  (lateral  control  system 
transfer  mechanism)  enables  lateral 
(roll)  control  of  the  airplane  to  be 
retained  through  either  the  captain’s 
control  wheel  or  the  first  officer’s 
control  wheel  in  the  event  that  a 
malfunction  restricts  motion  of  the  other 
control  wheel  or  its  cable  system.  When 
control  motion  is  restricted,  the 
captain’s  control  wheel  independently 
controls  the  aileron  system;  the  first 
officer’s  control  wheel  independently 
controls  the  spoiler  system.  The  aileron 
or  spoiler  system  can  be  operated  when 
sufficient  force  to  overcome  the 


resistance  of  a  preloaded  torsion  spring 
in  the  aileron  transfer  mechanism  is 
lied  to  the  control  wheel, 
mechanical  interference  occurs 
within  the  lateral  control  system 
transfer  mechanism  and  one  of  the 
control  wheels  jams,  the  travel  of  the 
operable  (non-jammed)  control  wheel 
may  be  limited  to  ±100  degrees  about 
the  jam  position,  instead  of  the  intended 
minimum  available  travel  of  ±138 
degrees.  Additionally,  the  control  wheel 
forces  that  are  required  to  override  a  jam 
may  be  above  normal.  If  the  airplane  is 
already  banked  or  at  a  low  altitude,  or 
if  the  ^ghtcrew  does  not  respond 
rapidly  bnough  to  override  the  jam,  such 
conditions,  if  not  corrected,  could  result 
in  an  imexpected,  significant  control 
upset. 

Explanation  of  Relevant  Service 
Information 

The  FAA  has  reviewed  and  approved 
Boeing  Service  Bulletin  27-1033,  dated 
February  13, 1970,  which  describes 
procedures  for  either  replacing  the 
aileron  (lateral)  control  transfer 
mechanism  with  a  new  modified 
mechanism  (specified  in  the  service 
bulletin  as  Procedure  I),  or  reworking 
the  existing  mechanism  (specified  in  the 
service  bulletin  as  Procedure  B). 
Accomplishment  of  the  replacement  or 
rework  will  enable  the  flightcrew  to 
correct  reduced  travel  of  the  control 
wheel  or  cable  system  due  to  a 
mechanical  interference,  and  will  allow 
increased  travel  of  the  operable  control 
wheel  in  such  cases. 

Explanation  of  Requirements  of 
Proposed  Rule 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AD  would 
require  either  replacing  the  aileron 
control  transfer  system,  transfer 
mechanism  with  a  new  modified 
mechanism,  or  reworking  the  existing 
mechanism.  The  actions  would  be 
required  to  be  accomplished  in 
accordance  with  the  service  bulletin 
described  previously. 

Explanation  of  Proposed  Compliance 
Time 

In  developing  an  appropriate 
compliance  time  for  the  proposed 
actions,  the  FAA’s  intent  is  that  it  be 
performed  during  a  regularly  scheduled 
maintenance  visit  for  the  majority  of  the 
affected  fleet,  when  the  airplanes  would 
be  located  at  a  base  where  special 
equipment  and  trained  personnel  would 
be  readily  available,  if  necessary.  In 
addition,  the  FAA  considered  the 
availability  of  necessary  parts.  The  FAA 
finds  that  18  months  corresponds 


closely  to  the  interval  representative  of 
most  of  the  affected  operators’  normal 
maintenance  schedules.  The  FAA 
considers  that  this  interval  will  provide 
an  acceptable  level  of  safety. 

Cost  Impact 

There  are  approximately  236  Model 
737-100  and  -200  series  airplanes  of  the 
affected  design  in  the  worldwide  fleet. 
The  FAA  estimates  that  157  airplanes  of 
U.S.  registry  would  be  affected  by  this 
proposed  AD. 

For  operators  that  elect  to  accomplish 
the  proposed  replacement,  it  woula  take 
approximately  20  work  hours  per 
airplane  to  accomplish  it,  at  an  average 
labor  rate  of  $60  per  work  hour. 

Required  parts  would  cost 
approximately  $15,343  per  airplane. 
Based  on  these  figures,  the  cost  impact 
of  the  proposed  replacement  on  U.S. 
operators  is  estimated  to  be  $16,543  per 
airolane. 

For  operators  that  elect'to  accomplish 
the  proposed  rework  by  using  new 
components,  it  would  take 
approximately  40  work  hours  to 
acdomplish  it,  at  an  average  labor  rate  of 
$60  per  work  hour.  Required  parts 
would  cost  approximately  $6,500.  Based 
on  these  figures,  the  cost  impact  of  the 
proposed  rework  (by  using  new 
components)  on  U.S.  operators  is 
estimated  to  be  $8,900  per  airplane. 

For  operators  that  elect  to  accomplish 
the  proposed  rework  by  machine  shop 
rework  of  the  components,  it  would  take 
approximately  70  work  hours  to 
accomplish  it,  at  an  average  labor  rate  of 
$60  per  work  hour.  Required  parts 
would  cost  approximately  $1,450.  Based 
on  these  figures,  the  cost  impact  of  the 
proposed  rework  (by  machine  shop 
rework  of  the  components)  on  U.S. 
operators  is  estimated  to  be  $5,650  per 
airolane. 

The  cost  impact  figures  discussed 
above  are  has^  on  assumptions  that  no 
operator  has  yet  accomplished  any  of 
the  proposed  requirements  of  this  AD 
action,  and  that  no  operator  would 
accomplish  those  actions  in  the  future  if 
this  AD  were  not  adopted. 


Regulatory  Impact 

The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
pr^aration  of  a  Federalism  A.ssessment. 

Fnr  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
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is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule”  under  the  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034,  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  is  contained  in  the  Rules  Docket. 
A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at  the 
location  provided  under  the  caption 
ADDRESSES. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  part 
39  of  the  Federal  Aviation  Regulations 
(14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113, 44701. 

§39.13  [AmendecQ 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Boeing:  Docket  96-NM-145-AD. 

Applicability:  Model  737-100  and  -200 
series  airplanes;  as  listed  in  Boeing  Service 
Bulletin  27-1033,  dated  February  13, 1970; 
certificated  in  any  category. 

Note  1:  This  AD  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  whether  it  has  been 
otherwise  m^fied,  altered,  or  repaired  in 
the  area  subject  to  the  requirements  of  this 
AD.  For  airplanes  that  have  been  modified, 
altered,  or  repaired  so  that  the  performance 
of  the  requirements  of  this  AD  is  affected,  the 
owner/operator  must  request  approval  for  an 
alternative  method  of  compliance  in 
accordance  with  paragraph  (c)  of  this  AD. 
The  request  should  include  an  assessment  of 
the  effect  of  the  modification,  alteration,  or 
repair  on  the  unsafe  condition  addressed  by 
this  AD;  and,  if  the  unsafe  condition  has  not 
been  eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  an  unexpected,  significant 
control  upset  due  to  mechanical  interference 
within  the  lateral  control  system  transfer 
mechanism,  which  could  result  in  reduced 
travel  of  a  control  wheel  and  above  normal 
control  wheel  forces  during  a  jam  override, 
accomplish  the  following: 

(a)  Within  18  months  after  the  effective 
date  of  this  AD;  Accomplish  the 


requirements  of  either  paragraph  (a)(1)  or 
(a)(2)  of  this  AD,  in  accordance  with  Boeing 
Service  Bulletin  27-1033,  dated  February  13, 
1970. 

(1)  Replace  the  aileron  control  transfer 
mechanism,  part  number  (P/N)  65-54200-4 
or  -5,  with  a  now  modified  mechanism  in 
accordance  with  Procedure  1  of  the 
Accomplishment  Instructions  of  the  service 
bulletin.  Or 

(2)  Rework  the  existing  aileron  control 
transfer  mechanism,  P/N  65-54200-4  or  -5, 
in  accordance  with  Procedure  II  of  the 
Accomplishment  Instructions  of  the  service 
bulletin. 

(b)  As  of  the  effective  date  of  this  AD,  no 
person  shall  install  an  aileron  control  transfer 
mechanism  having  P/N  65-54200-4  or  -5 
unless  it  has  been  reworked  in  accordance 
with  the  requirements  of  paragraph  (a)(2)  of 
this  AD. 

(c)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Seattle 
Aircraft  Certification  Office  (ACO),  FAA, 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Seattle  ACO. 

Note  2:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Seattle  ACO. 

(d)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  CFR 
21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  he  accomplished. 

Issued  in  Renton,  Washington,  on  August 
21, 1996. 

Ronald  T.  Wojnar, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

(FR  Doc.  96-21877  Filed  8-23-96;  9:01  am) 
BILLING  CODE  4«10-13-U 


14  CFR  Part  39 

[Docket  No.  96-NM-1 46-AD] 

RIN  2120-AA64 

Airworthiness  Directives;  Boeing 
Modei  737  Series  Airpianes 

AGENCY:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  This  document  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to 
certain  Boeing  Model  737  series 
airplanes.  This  proposal  would  require 
replacement  of  the  flow  restrictors  of  the 
aileron  and  elevator  power  control  units 
(PClJ’s)  with  new  flow  restrictors.  This 
proposal  is  prompted  by  a  review  of  the 
design  of  the  flight  control  systems  on 
Model  737  series  airpianes.  The  actions 


specified  by  the  proposed  AD  are 
intended  to  prevent  reduced  roll  and/or 
pitch  rate  control  of  the  airplane  and 
consequent  increased  pilot  workload  as 
a  result  of  fragments  from  a  deteriorated 
flow  restrictor  filter  screen  becoming 
lodged  in  the  PCU. 

DATES:  Comments  must  be  received  by 
October  24, 1996. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  96-NM- 
146-AD,  1601  Lind  Avenue,  SW., 
Renton,  Washington  98055—4056. 
Comments  may  m  inspected  at  this 
location  between  9:00  a.m.  and  3:00 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
Boeing  Commercial  Airplane  Group, 
P.O.  Box  3707,  Seattle,  Washington 
98124-2207.  This  information  may  be 
examined  at  the  FAA,  Transport 
Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington. 

FOR  FURTHER  INFORMATION  CONTACT:  Don 
Kurle,  Senior  Engineer,  Systems  and 
Equipment  Bran^,  ANM-130S,  FAA, 
Transport  Airplane  Directorate,  Seattle 
Aircraft  Certification  Office,  1601  Lind 
Avenue,  SW.,  Renton,  Washington 
98055-4056;  telephone  (206)  227-2798; 
fax  (206)  227-1181. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Communications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  be  changed  in  light 
of  the  comments  received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
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postcard  on  which  the  following 
statement  is  made:  “Comments  to 
Docket  Number  96-NM-146-AD.”  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Avfulability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
96-NM-146-AD,  1601  Lind  Avenue, 
SW.,  Renton,  Washington  98055—4056. 

Discussion 

In  October  1994,  the  FAA  organized  a 
team  to  conduct  a  Critical  Design 
Review  (CDR)  of  the  flight  control 
systems  installed  on  Boeing  Model  737 
series  airplanes  in  an  effort  to  confirm 
the  continued  operational  safety  of  these 
airplanes.  The  formation  of  the  CDR 
team  was  prompted  by  questions  that 
arose  following  an  accident  involving  a 
Model  737-200  series  airplane  that 
occurred  near  Colorado  Springs, 
Colorado,  and  one  involving  a  Model 
737-300  series  airplane  that  occurred 
near  Pittsburgh,  Pennsylvania.' 

The  CDR  team’s  analysis  of  the  flight 
control  systems  was  performed 
independent  of  the  investigations  of 
these  accidents,  which  are  conducted  by 
the  National  Transportation  Safety 
Board  (NTSB).  The  cause  of  the 
accidents  has  not  yet  been  determined. 

The  CDR  team  was  composed  of 
representatives  from  the  FAA,  the 
NTSB,  other  U.S.  government 
organizations,  and  foreign  airworthiness 
authorities.  The  team  reviewed  the 
service  history  and  the  design  of  the 
flight  control  systems  of  Mc^el  737 
series  airplanes.  The  team  completed  its 
review  in  May  1995.  The 
recommendations  of  the  team  include 
various  changes  to  the  design  of  the 
flight  control  systems  of  these  airplanes, 
as  well  as  correction  of  certain  design 
deficiencies.  This  proposed  AD  is  one  of 
nine  rulemaking  actions  being  issued  by 
the  FAA  to  address  the 
recommendations  of  the  CDR  team. 

Report  Received  by  FAA 

The  FAA  received  a  report  indicating 
that,  prior  to  its  installation  on  a  Model 
737  series  airplane,  an  aileron/elevator 
power  control  unit  (PCU)  failed  a 
functional  test  for  maximum  rate 
capability.  Investigation  revealed  that 
the  PCU  was  contaminated  at  the  main 
control  valve.  The  source  of  this 
contamination  was  a  filter  screen  from 
a  flow  restrictor.  These  filter  screens 
were  manufactured  using  a  new  forming 
process  that  results  in  deterioration  of 
the  screens  when  proof  pressure  is 
applied  during  functional  testing. 


If  the  filter  screen  deteriorates, 
fragments  of  the  screen  could  migrate  to 
the  main  control  valve,  the  damping 
orifice,  or  the  bypass  valve.  If  a  fragment 
lodges  in  the  main  control  valve,  one  of 
the  slides  could  jam  or  a  control  port 
could  be  blocked  partially.  A  jammed 
slide  could  result  in  reduced  hinge 
moment  of  the  PCU  and  reduced  rate 
capability  of  the  elevator  or  aileron  in 
one  direction.  A  partially  blocked 
control  port  could  result  in  reduced 
aileron/spoiler  or  elevator  maximum 
rate  and,  consequently,  reduction  of  the 
airplane  pitch  or  roll  rate  capability. 
Lodging  of  a  fra^ent  in  the  damping 
orifice  could  result  in  blockage  of  the 
orifice  and  consequent  small  amplitude 
aileron  or  elevator  limit  cycling  on  the 
ground. 

Jamming  of  the  bypass  valve  in  the 
power-off  (bypass)  position  could  cause 
one  PCU  to  remain  unpowered.  The 
other  PCU  will  continue  to  function  at 
its  full  capacity,  but  the  total  surface 
hinge  moment  and  maximum  airplane 
pit(±  or  roll  rate  capability  will 
reduced.  Subsequent  loss  of  hydraulic 
power  to  the  other  PCU  could  result  in 
manual  reversion  control  of  the  elevator 
or  ailerons. 

Jamming  of  the  bypass  valve  in  the 
power-on  position  would  have  no  eflect 
on  the  operation  of  the  system  as  long 
as  both  hydraulic  systems  remain 
powered.  If  the  hydraulic  system  that 
powers  the  non-contaminated  PCU  is 
lost,  the  effect  would  be  essentially  the 
same  as  if  a  bypass  valve  jams  in  the 
bypass  condition:  one  PCU  will  be 
unpowered,  and  the  contaminated  PCU 
will  continue  to  function  at  its  full 
capacity,  but  the  total  surface  hinge 
moment  and  maximum  airplane  pitch  or 
roll  rate  capability  will  be  reduc^.  If 
tlie  hydraulic  system  that  powers  the 
contaminated  PCU  is  lost,  the  other  PCU 
will  continue  to  function  at  its  full 
capacity.  However,  the  maximum 
aileron/spoiler  or  elevator  maximum 
rate  would  be  reduced  and, 
consequently,  pitch  or  roll  rate  would 
be  reduced  because  the  contaminated 
PCU  will  not  go  into  bypass  mode. 

Reduced  roll  and/or  pitch  rate  control 
of  the  aileron  could  result  in  increased 
pilot  workload. 

Explanation  of  Relevant  Service 
Information 

The  FAA  has  reviewed  and  approved 
Boeing  Service  Letter  737-SL-27-71-A, 
dated  June  19, 1992,  including 
Attachment  1,  which  describes 
procedures  for  replacement  of  the  four 
flow  restrictors,  part  number  (P/N) 
JETA1875500D,  on  the  aileron  and 
elevator  PCU’s,  P/N  65—45180-29,  serial 
numbers  182  through  1297  inclusive. 
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with  flow  restrictors  having  P/N 
JETX0527100B. 

Explanation  of  Requirements  of 
Proposed  Rule 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AD  would 
require  replacement  of  the  flow 
restrictors  of  the  aileron  and  elevator 
power  control  imits  (PCU’s)  with  new 
flow  restrictors.  The  actions  would  be 
required  to  be  accomplished  in 
accordance  with  the  service  letter 
described  previously. 

Explanation  Proposed  Compliance 
Time 

In  developing  an  appropriate 
compliance  time  for  the  proposed 
replacement,  the  FAA’s  intent  is  that  it 
be  performed  during  a  regularly 
scheduled  maintenance  visit  for  the 
majority  of  the  affected  fleet,  when  the 
airplanes  would  be  located  at  a  base 
where  special  equipment  and  trained 
personnel  would  be  readily  available,  if 
necessary.  In  addition,  the  FAA 
considered  the  availability  of  necessary 
parts.  The  FAA  finds  that  18  months 
corresponds  closely  to  the  interval 
representative  of  most  of  the  affected 
operators’  normal  maintenance 
schedules.  The  FAA  considers  that  this 
interval  will  provide  an  acceptable  level 
of  safety. 

Cost  Impact 

There  are  approximately  244  Model 
737  series  airplanes  of  the  affected 
design  in  the  worldwide  fleet.  The  FAA 
estimates  that  146  airplanes  of  U.S. 
registry  would  be  affected  by  this 
proposed  AD,  that  it  would  take 
approximately  12  work  hours  per 
airplane  to  accomplish  the  proposed 
actions,  and  that  the  average  labor  rate 
is  $60  per  work  hour.  Required  parts 
would  cost  approximately  $2,960  per 
airplane.  Based  on  these  figures,  the  cost 
impact  of  the  proposed  AD  on  U.S. 
operators  is  estimated  to  be  $537,280,  or 
$3,680  per  airplane. 

The  cost  impact  figure  discussed 
above  is  based  on  assumptions  that  no 
operator  has  yet  accomplished  any  of 
the  proposed  requirements  of  this  AD 
action,  and  that  no  operator  would 
accomplish  those  actions  in  the  future  if 
this  AD  were  not  adopted. 

Regulatory  Impact 

The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
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in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
pr^aration  of  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866:  (2)  is  not 
a  “signiHcant  rule”  under  the  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034,  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  is  contained  in  the  Rules  Docket. 

A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at  the 
location  provided  under  the  caption 
ADDRESSES. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  part 
39  of  the  Federal  Aviation  Regulations 
(14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113, 44701. 

§39.13  [Amended] 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Boeing:  Docket  96-NM-146-AD. 

Applicability:  Model  737  series  airplanes 
equipped  with  an  aileron  or  elevator  power 
control  unit  (PCU)  having  part  number  (P/N) 
65-45180-29,  serial  numbers  182  through 
1297  inclusive;  certificated  in  any  category. 

Note  1:  Originally,  aileron  or  elevator 
PCU’s  having  P/N’s  and  serial  numbers 
identified  in  the  applicability  of  this  AD  may 
have  been  installed  on  Model  737  series 
airplanes  having  line  numbers  1793  thrqpgh 
2036  inclusive.  In  addition,  some  of  these 
PCU’s  may  have  been  used  as  spares; 
therefore,  specific  airplane  line  numbers 
equipped  with  such  rcU’s  cannot  be 
provided  in  this  AD. 

Note  2:  PCU’s  having  P/N  65-45180-29 
consist  of  a  PCU  assembly- having  P/N  65- 
44761-21  plus  associated  hydraulic  fittings. 
Both  PCU  P/N’s  65-45180-29  and  65-44761- 
21  are  serialized.  PCU’s  subject  to  the 
requirements  of  this  AD  may  be  more  easily 
identified  using  serial  numbers  for  P/N  65- 
44761-21.  The  following  serial  numbers 
correspond  to  P/N  65-44761-21: 


8549A, 

8550A, 

8552A, 

8556A, 

8557A, 

8561A, 

8563A  through  8718A  inclusive, 

8720A  through  8726A  inclusive, 

8728A  through  8745A  inclusive, 

8749A, 

8750A  through  8758A  inclusive, 

8760A  through  8873A  inclusive, 

8876A  through  9004A  inclusive, 

9007A  through  9012A  inclusive, 

9014A  through  9040A  inclusive, 

9042A  through  9066A  inclusive, 

9068A  through  9340A  inclusive, 

9342A  through  9388A  inclusive, 

9390A  through  9529A  inclusive, 

9531A  through  9676A  inclusive,  and 
9678A  through  9688A  inclusive. 

Note  3:  This  AD  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  whether  it  has  been 
otherwise  modified,  altered,  or  repaired  in 
the  area  subject  to  the  requirements  of  this 
AD.  For  airplanes  that  have  been  modified, 
altered,  or  repaired  so  that  the  performance 
of  the  requirements  of  this  AD  is  affected,  the 
owner/operator  must  request  approval  for  an 
alternative  method  of  compliance  in 
accordance  with  paragraph  (c)  of  this  AD. 

The  request  should  include  an  assessment  of 
the  effect  of  the  modification,  alteration,  or 
repair  on  the  unsafe  condition  addressed  by 
this  AD;  and,  if  the  unsafe  condition  has  not 
been  eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  reduced  roll  and/or  pitch  rate 
control  of  the  aileron  and  consequent 
increased  pilot  workload,  accomplish  the 
following: 

(a)  Within  18  months  after  the  effective 
date  of  this  AD,  replace  the  four  flow 
restrictors,  part  number  (P/N) 

JETA1875500D,  on  the  aileron  and  elevator 
power  control  units  (PCU’s),  P/N  65-45180- 
29,  serial  numbers  182  through  1297 
inclusive,  with  flow  restrictors  having  P/N 
JETX0527100B,  in  accordance  with  Bming 
Service  Letter  737-SL-27-71-A,  dated  June 
19, 1992,  including  Attachment  1. 

(b)  As  of  the  effective  date  of  this  AD,  no 
person  shall  install  a  flow  restrictor  having 
P/N  JETA1875500D  on  an  aileron  or  elevator 
PCU  having  P/N  65-45180-29,  serial 
numbers  182  through  1297  inclusive,  of  any 
airplane. 

(c)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Seattle 
Aircraft  Certification  Office  (ACO),  FAA, 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Seattle  ACO. 

Note  4:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Seattle  ACO. 

(d)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  CFR 


21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  be  accomplished.  _ 

Issued  in  Renton,  Washington,  on  August 
21, 1996. 

Ronald  T.  Wojnar, 

Manager,  Transport  Airplane  Directorate. 
Aircraft  Certification  Service. 

(FR  Doc.  96-21878  Filed  8-23-96;  9:01  am] 
BILUNQ  CODE  4aiO-13-U 


14  CFR  Part  39 

[Doctet  No.  96-NM-147-AD] 

RIN  2120-AA64 

Airworthiness  Directives;  Boeing 
Model  737-100,  -200,  -300,  -400,  and 
-500  Series  Airplanes 

agency:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  This  document  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to  all 
Boeing  Model  737-100,  -200,  -300, 
-400,  and  -500  series  airplanes.  This 
proposal  would  require  operational  tests 
of  the  standby  rudder  power  control 
unit  (PCU)  to  ensure  correct  operation  of 
the  rudder,  and  correction  of  any 
discrepancy  foimd;  and  repetitive 
inspections  to  detect  galling  on  the 
input  shaft  and  bearing  of  the  standby 
PCU,  and  replacement  of  the  standby 
rudder  actuator  with  a  serviceable 
actuator,  if  necessary.  This  proposal  also 
would  require  eventual  replacement  of 
the  input  bearing  of  the  standby  PCU 
with  an  improved  bearing,  which 
constitutes  terminating  action  for  the 
inspections  to  detect  galling.  This 
proposal  is  prompted  by  a  review  of  the 
design  of  the  flight  control  systems  on 
Model  737  series  airplanes.  The  actions 
specified  by  the  proposed  AD  are 
intended  to  prevent  corrosion  of  the 
servo  valve  and  bypass  valve  sleeves  of 
the  standby  PCU,  and  galling  on  the 
input  shaft  and  bearing  of  the  standby 
PCU,  which  could  result  in 
uncommanded  movement  of  the  rudder 
or  increased  pedal  forces.  These 
conditions,  if  not  corrected,  could  result 
in  reduced  controllability  of  the 
airplane. 

DATES:  Comments  must  be  received  by 
October  24, 1996. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  96-NM- 
147-AD,  1601  Lind  Avenue,  SW., 
Renton,  Washington  98055-4056. 
Comments  may  be  inspected  at  this 
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location  between  9:00  a.m.  and  3:00 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
Boeing  Commercial  Airplane  Group, 

P.O.  Box  3707,  Seattle,  Washington 
98124-2207.  This  information  may  be 
examined  at  the  FAA,  Transport 
Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kenneth  W.  Frey,  Aerospace  Engineer, 
Systems  and  Equipment  Branch,  ANM- 
130S,  FAA.  Transport  Airplane 
Directorate,  Seattle  Aircraft  Certification 
Office,  1601  Lind  Avenue,  SW.,  Renton, 
Washington  98055-4056;  telephone 
(206)  227-2673;  fax  (206)  227-1181. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Communications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  be  changed  in  light 
of  the  comments  received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  “Comments  to 
Docket  Number  96-NM-147-AD.”  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
96-NM-147-AD,  1601  Lind  Avenue, 
SW.,  Renton,  Washington  98055—4056. 

Discussion 

In  October  1994,  the  FAA  organized  a 
team  to  conduct  a  Critical  Design 


Review  (Q3R)  of  the  flight  control 
systems  installed  on  Boeing  Model  737 
series  airplanes  in  an  efiort  to  confirm 
the  continued  operational  safety  of  these 
airplanes.  The  formation  of  the  CDR 
team  was  prompted  by  questions  that 
arose  following  an  accident  involving  a 
Model  737-200  series  airplane  that 
occurred  near  Colorado  Springs. 
Colorado,  and  one  involving  a  Model 
737-300  series  airplane  that  occurred 
near  Pittsburgh,  Pennsylvania.  The  CDR 
team’s  analysis  of  the  flight  control 
systems  was  performed  independent  of 
the  investigations  of  these  accidents, 
which  are  conducted  by  the  National 
Transportation  Safety  Board  (NTSB). 

The  cause  of  the  accidents  has  not  yet 
been  determined. 

The  CDR  team  was  composed  of 
representatives  from  the  FAA,  the 
NTSB,  other  U.S.  government 
organizations,  and  foreign  airworthiness 
authorities.  The  team  analyzed 
conclusions  from  previous  reviews  and 
analyses  of  the  design  of  the  flight 
control  systems  on  Model  737  series 
airplanes.  The  team  completed  its 
review  in  May  1995.  The 
recommendations  of  the  team  include 
various  changes  to  the  design  of  the 
flight  control  systems  of  these  airplanes, 
as  well  as  correction  of  any  design 
deficiencies.  This  proposed  AD  is  one  of 
nine  rulemaking  actions  being  issued  by 
the  FAA  to  address  the 
recommendations  of  the  CDR  team. 

Reports  Received  by  FAA 

The  FAA  received  a  report  indicating 
that  significant  corrosion  was  found  on 
the  outer  diameter  and  radial  passages 
of  both  the  servo  valve  and  bypass  valve 
sleeves  of  the  standby  rudder  power 
control  unit  (PCU).  Although  the  bypass 
valve  was  functional,  the  servo  valve 
was  seized,  and  the  input  ball  of  the 
input  shaft  was  sheared.  The  slides 
removed  from  these  valves  also 
exhibited  heavy  corrosion  deposits  on 
the  outer  diameter  surfaces  and  gray/ 
black  hydraulic  fluid  stains  within  the 
standby  PCU.  In  addition,  water  was 
found  in  the  PCU.  The  corrosion  has 
been  attributed  to  high  moisture  content 
in  the  standby  PCU,  which  may  have 
condensed  in  the  PCU  prior  to 
installation  and  was  not  flushed  out  by 
hydraulic  fluid  cycling.  Investigation  of 
the  fracture  surface  indicated  that  the 
fracture  of  the  ball  of  the  input  shaft  was 
caused  by  stress  corrosion  cracking. 
When  the  standby  rudder  system  is 
powered,  and  the  servo  valve  of  the 
standby  PCU  is  jammed  in  an  off  neutral 
position,  uncommanded  movement  of 
the  rudder  could  occur. 

The  FAA  also  received  reports  of 
galling  on  the  input  .shaft  and  bearing  of 


the  standby  rudder  PCU.  Galling  is 
defined  as  fretting  or  chafing  of  a  mating 
surface  by  sliding  contact  with  another 
surface  or  body.  The  friction  between 
the  sliding  surfaces  causes  the  material 
from  one  surface  to  be  welded  or 
deposited  onto  the  other  surface,  which 
ultimately  destroys  the  surface  area,  and 
forces  an  uncommanded  motion  of  the 
rudder.  In  response  to  these  reports,  the 
airplane  manufacturer  increas^  the 
clearance  between  the  input  shaft  and 
bearing.  However,  this  change  did  not 
eliminate  the  galling  condition.  Fuither, 
some  reported  incidents  of 
uncommanded  yaw  were  traced  to 
galling  on  the  input  shaft  and  bearing. 
Galling  on  the  input  shaft  and  bearing 
of  the  standby  rudder  PCU  could  result 
in  increased  rudder  pedal  forces  and 
erratic  operation  of  the  yaw  damper. 

Uncommanded  movement  of  the 
rudder  due  to  corrosion  of  the  servo 
valve  and  bypass  valve  sleeves  of  the 
standby  rudder  PCU,  or  increased 
rudder  pedal  forces  and  uncommanded 
motion  of  the  rudder,  due  to  galling  on 
the  input  shaft  and  bearing  of  the 
stand%  PCU;  if  not  corrected,  could 
result  in  reduced  controllability  of  the 
airplane. 

FAA’s  Findings 

In  light  of  this  information,  the  FAA 
finds  that  certain  procedures  and 
corrective  actions  must  be  accomplished 
to  ensiure  correct  operation  of  the  rudder 
when  the  standby  hydraulic  system  is 
powered,  and  to  detect  galling  on  the 
input  shaft  and  bearing  of  the  standby 
rudder  PCU.  In  addition,  tbe  FAA  finds 
that  the  input  bearing  of  the  standby 
PCU  must  be  replaced  eventually  with 
an  improved  bearing.  The  FAA  has 
determined  tliat  these  actions  are 
necessary  to  ensure  the  safety  of  the 
affected  fleet. 

Explanation  of  Relevant  Service 
Information 

The  FAA  has  reviewed  and  approved 
Boeing  Service  Letter  737-SL-27-103, 
dated  October  13, 1995,  which  describes 
procedures  for  repetitive  operational 
tests  to  cycle  hydraulic  fluid  through 
the  standby  rudder  PCU  and  to  ensure 
correct  operation  of  the  rudder  when  the 
standby  hydraulic  system  is  powered, 
and  correction  of  any  discrepancy 
found.  Cycling  of  fluid  through  the 
standby  rudder  PCU  will  minimize  the 
possibility  of  moisture  collection  and 
corrosion  within  the  unit. 

Explanation  of  Requirements  of 
Proposed  Rule 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AD  would 
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require  repetitive  operational  tests  to 
cycle  hydraulic  fluid  through  the 
standby  rudder  PCU  and  to  ensure 
correct  operation  of  the  rudder  when  the 
standby  hydrauUc  system  is  powered, 
and  correction  of  any  discrepancy 
found.  The  operational  tests  and 
correction  of  discrepancies  would  be 
required  to  be  accomplished  in 
accordance  with  the  service  letter 
described  previously. 

Additionally,  the  proposed  AD  would 
require  repetitive  inspections  to  detect 
galling  on  the  input  shaft  of  the  standby 
rudder  PCU,  and  replacement  of  the 
standby  rudder  actuator  with  a 
serviceable  actuator,  if  necessary.  The 
actions  would  be  required  to  be 
accomplished  in  accordance  with 
certain  procedures  specified  in  this 
propos^  AD. 

Tne  proposed  AD  also  would  require 
eventual  replacement  of  the  input 
bearing  of  the  standby  rudder  PCU  with 
an  improved  bearing.  Accomplishment 
of  the  replacement  constitutes 
terminating  action  for  the  repetitive 
inspections  to  detect  galling  on  the 
input  shaft  of  the  standby  rudder  PCU. 
The  replacement  would  be  required  to 
be  accomplished  in  accordance  with  a 
method  approved  by  the  FAA. 

Explanation  of  Proposed  Compliance 
Times 

In  developing  an  appropriate 
compliance  time  for  the  proposed 
operational  tests,  the  FAA’s  intent  is 
that  the  actions  be  performed  during  a 
regularly  scheduled  maintenance  visit 
for  the  majority  of  the  affected  fleet, 
when  the  airplanes  would  be  located  at 
a  base  where  special  equipment  and 
trained  personnel  would  be  readily 
available,  if  necessary.  The  FAA  has 
determined  that  an  interval  of  250  hours 
time-in-service  corresponds  closely  to 
the  interval  representative  of  most  of  the 
affected  operators’  regularly  scheduled 
“A”  checks.  The  FAA  considers  that 
this  interval  represents  an  interval  in 
which  the  tests  can  be  accomplished  in 
a  timely  manner  within  the  fleet  and 
still  maintain  an  adequate  level  of 
safety. 

Similarly,  in  developing  an 
appropriate  compliance  time  for  the 
proposed  inspections  to  detect  galling, 
the  FAA’s  intent  is  that  the  inspections 
be  accomplished  during  a  regularly 
scheduled  “C”  check  of  the  airplane.  In 
addition,  the  FAA  considered  the 
evailability  of  replacement  standby 
rudder  actuators  that  may  be  needed  if 
galling  is  detected.  The  FAA  finds  that 
an  interval  of  3,000  hours  time-in- 
service  correlates  with  that 
representative  of  normal  maintenance 
schedules  and  will  provide  an 
acceptable  level  of  safety. 


Cost  Impact 

There  are  approximately  2,830  Model 
737  series  airplanes  of  the  affected 
design  in  the  worldwide  fleet.  The  FAA 
estimates  that  1,037  airplanes  of  U.S. 
registry  would  be  affected  by  this 
proposed  AD 

It  would  take  approximately  1  work 
hour  per  airplane  to  accomplish  the 
proposed  operational  tests,  at  an  average 
labor  rate  of  $60  per  work  hour.  Based 
on  these  figiues,  the  cost  impact  of  the 
proposed  operational  tests  on  U.S. 
operators  is  estimated  to  be  $62,220,  or 
$60  per  airplane,  per  test  cycle. 

The  FAA  estimates  that  it  would  take 
approximately  2  work  hours  per 
airplane  to  accomplish  the  proposed 
inspections,  at  an  average  labor  rate  of 
$60  per  work  hour.  Based  on  these 
figures,  the  cost  impact  of  the  proposed 
inspections  on  U.S.  operators  is 
estimated  to  be  $124,440,  or  $60  per 
airplane,  per  inspection  cycle. 

The  cost  impact  figures  discussed 
above  are  based  on  assumptions  that  no 
operator  has  yet  accomplished  any  of 
the  proposed  requirements  of  this  AD 
action,  and  that  no  operator  would 
accomplish  those  actions  in  the  future  if 
this  AD  were  not  adopted. 

The  FAA  currently  nas  no  specific 
cost  estimates  associated  with  the 
proposed  replacement  of  the  input 
bearing,  since  the  improved  bearing  has 
not  been  developed  yet.  The  proposed 
compliance  time  of  3  yeats  for  this 
replacement  should  allow  the  time 
necessary  for  design  of  an  acceptable 
replacement  part,  and  should  coincide 
with  normal  maintenance  schedules, 
thereby  minimizing  the  costs  and 
schedule  impact  of  such  a  change  on 
operators.  As  indicated  earlier  in  this 
preamble,-  the  FAA  specifically  invites 
the  submission  of  comments  and  other 
data  regarding  this  economic  aspect  of 
the  proposal. 

Regulatory  Impact 

The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
[Kiwer  and  responsibilities  among  the 
various  levels  of  government. 

Therefore,  in  accordance  with 
Executive  Order  12612,  it  is  determined 
that  this  proposal  would  not  have 
sufficient  federalism  implications  to 
warrant  the  preparation  of  a  Federalism 
Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  “significimt  regulatory  action” 
under  Executive  Order  12866;  (2)  is  not 
a  ‘‘significant  rule”  under  the  IX)T 
Regulatory  Policies  and  Procedures  (44 


FR  11034,  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  is  contained  in  the  Rules  Docket. 
A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at'the 
location  provided  under  the  caption 
ADDRESSES. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  part 
39  of  the  Federal  Aviation  Regulations 
(14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Boeing:  Docket  96-NM-147-AD. 

Applicability:  All  Model  737-100,  -200, 
-300,  -400,  and  -500  series  airplanes, 
certificated  in  any  category. 

Note  1:  This  AD  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  whether  it  has  been 
otherwise  modified,  altered,  or  repaired  in 
the  area  subject  to  the  requirements  of  this 
AD.  For  airplanes  that  have  been  modified, 
altered,  or  repaired  so  that  the  performance 
of  the  requirements  of  this  AD  is  affected,  the 
owner/operator  must  request  approval  for  an 
alternative  method  of  compliance  in 
accordance  with  paragraph  (d)  of  this  AD. 
The  request  should  include  an  assessment  of 
the  effect  of  the  modification,  alteration,  or 
repair  on  the  unsafe  condition  addressed  by 
this  AD;  and,  if  the  unsafe  condition  has  not 
been  eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  uncommanded  movement  of 
the  rudder  or  increased  rudder  pedal  forces, 
and  consequent  reduced  controllability  of  the 
airplane,  accomplish  the  following; 

(a)  Within  250  hours  time-in-service  after 
the  effective  date  of  this  AD,  and  thereafter 
at  intervals  not  to  exceed  250  hours  time-in¬ 
service:  Perform  an  operational  test  to  cycle 
hydraulic  fluid  through  the  standby  rudder 
power  control  unit  (PCU)  and  to  ensure 
correct  operation  of  the  rudder  when  the  . 
standby  hydraulic  system  is  powered,  in 
accordance  with  Boeing  Service  Letter  737- 
SL-27-103,  dated  October  13, 1995.  Prior  to 
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further  flight,  correct  any  discrepancy  that  is 
found,  in  accordance  with  the  service  letter. 

(b)  Within  3,000  hours  time-in-service  after 
the  effective  date  of  this  AD,  and  thereafter 
at  intervals  not  to  exceed  3,000  hours  time- 
in-service:  Perform  an  inspection  to  detect 
galling  on  the  input  shaft  and  bearing  of  the 
8tand%  rudder  rcu  by  accomplishing 
paragraphs  (b)(1)  through  (b)(10)  of  this  AD. 

(1)  Shut  off  all  hydraulic  power. 

(2)  Gain  access  to  the  standby  rudder 
actuator. 

(3)  Disconnect  the  input  rod  firom  the 
standby  actuator. 

(4)  Using  a  push/pull  spring  scale 
(minimum  +/- 10%  accuracy  at  1.0  pound; 
preferably  one  having  a  peak  load  memory 
function),  push  on  the  standby  rudder 
actuator  input  lever  with  sufficient  force  to 
move  the  lever  from  the  neutral  position  up 
to,  but  not  touching,  the  aft  stop.  The  scale 
must  be  contacting  the  input  lever  at 
approximately  the  clevis  bolt  centerline. 
While  applying  the  load  required  to  move  the 
lever,  the  scale  must  be  maintained  at  an 
angle  perpendicular  to  the  lever  arm  (not  to 
exceed  20  degrees  from  perpendicular).  The 
force  required  to  move  the  input  lever 
throughout  this  range  of  motion  must  not 
exceed  one  pound. 

(5)  Repeat  the  test  specified  in  paragraph 
(b)(4)  of  this  AD,  moving  the  lever  arm  from 
the  aft  stop  position  up  to  the  forward  stop, 
but  not  touching.  The  force  required  to  move 
the  input  lever  tnroughout  this  ran^  of 
motion  must  not  exceed  one  pound. 

(6)  Repeat  the  test  specified  in  paragraph 
(b)(4)  of  this  AD,  moving  the  lever  arm  fimm 
the  forward  stop  position  back  to  the  neutral 
position.  The  force  required  to  move  the 
input  lever  throughout  this  range  of  motion 
must  not  exceed  one  pound. 

(7)  If  the  actuator  force  encountered  during 
any  of  the  procedures  required  by  paragraph 
(b)(4),  (b)(5),  or  (b)(6)  of  this  AD  exceeds  one 
pound,  prior  to  further  flight,  replace  the 
standby  rudder  actuator  with  a  serviceable 
actuator,  and  test  the  standby  rudder  actuator 
in  accordance  with  the. procedure  specified 
in  paragraph  (b)(9)  of  this  AD. 

(8)  If  the  actuator  force  encountered  during 
any  of  the  procedures  required  by  paragraph 
(b)(4),  (b)(5),  or  (b)(6)  of  this  AD  is  one  pound 
or  less,  prior  to  further  flight,  reconnect  the 
input  to  the  standby  rudder  actuator,  and 
test  the  standby  rudder  actuator  in 
accordance  with  the  procedure  specified  in 
paragraph  (b)(9)  of  this  AD. 

(9)  Perform  a  functional  test  of  the  standby 
rudder  actuator  in  accordance  with 
Maintenance  Manual  737-100/-200,  Chapter 
27-21-141,  removal/installation  (for  Model 
737-100  and  -200  series  airplanes);  or 
maintenance  Manual  737-300/-400/-500, 
Chapter  27-21-24,  removal/installation  (for 
Model  737-300,  —400,  and  -500  series 
airplanes). 

(10)  Restore  the  airplane  to  its  normal 
condition. 

(c)  Within  3  years  after  the  effective  date 
of  this  AD,  replace  the  input  bearing  of  the 
standby  rudder  PCU  with  an  improved 
bearing  in  accordance  with  a  method 
approved  by  the  Manager,  Seattle  Aircraft 
Certification  Office  (AGO),  FAA,  Transport 
Airplane  Directorate.  Accomplishment  of  the 
replacement  terminates  the  repetitive 
inspections  required  by  paragraph  (b)  of  this 
AD. 


(d)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Settle 
ACO.  Operators  shall  submit  their  requests 
through  an  appropriate  FAA  Principal 
Maintenance  Inspector,  who  may  add 
comments  and  then  send  it  to  the  Manager, 
Seattle  ACO. 

Note  2:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Seattle  ACO. 

(e)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  CFR 
21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  be  accomplished. 

Issued  in  Renton,  Washington,  on  August 
21, 1996. 

Ronald  T.  Wojnar, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 
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14  CFR  Part  39 

[Docket  No.  96-NM-148-AO] 

RIN  2120-AA64 

Airworthiness  Directives;  Boeing 
Modei  737-300  Series  Airpianes 

agency:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  This  document  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to 
certain  Boeing  Model  737-300  series 
airplanes.  This  proposal  would  require 
em  inspection  to  detect  fatigue  cracking, 
base  trim,  6Uid  upper  flange  over-trim  of 
the  pulley  brackets  of  the  aileron  control 
cables.  It  also  would  require,  if 
necessary,  replacement  of  the  pulley 
brackets  with  new  pulley  brackets,  and 
replacement  of  the  two  button-head 
rivets  with  flush-head  rivets.  This 
proposal  is  prompted  by  a  review  of  the 
design  of  the  flight  control  systems  on 
Model  737  series  airplanes.  The  actions 
specified  by  the  proposed  AD  are  ' 
intended  to  prevent  fatigue  cracking  or 
fracturing  of  the  pulley  brackets,  which 
could  result  in  slack  in  the  cables  and 
consequent  reduced  ability  of  the 
flightcrew  to  control  the  aileron. 

DATES:  Comments  must  be  received  by 
October  24, 1996. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  96-NM- 
148~AD,  1601  Lind  Avenue,  SW., 


Renton,  Washington  98055—4056. 
Comments  may  be  inspected  at  this 
location  between  9:00  a.m.  and  3:00 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
Boeing  Commercial  Airplane  Group, 
P.O.  Box  3707,  Seattle,  Washington 
98124-2207.  This  information  may  be 
examined  at  the  FAA,  Transport 
Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington. 

FOR  FURTHER  INFORMATION  CONTACT:  E)on 
Kurle,  Senior  Engineer,  Systems  and 
Equipment  Branch,  ANM-130S,  FAA, 
Transport  Airplane  Directorate,  Seattle 
Aircraft  Certification  Office,  1601  Lind 
Avenue,  SW.,  Renton,  Washington 
98055-4056;  telephone  (206) 227-2798; 
fax  (206)  227-1181. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Conummications  shall 
identify  the  Rules  Docket  munber  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  bp  changed  in  light 
of  the  comments  received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  tlie  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  “Comments  to 
Elocket  Number  96-NM-148-AD.”  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
96-NM-148-AD,  1601  Lind  Avenue, 
SW.,  Renton,  Washington  98055-4056. 
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Discussion 

In  October  1994,  the  FAA  organized  a 
team  to  conduct  a  Critical  Design 
Review  (CDR)  of  the  flight  control 
systems  installed  on  Boeing  Model  737 
series  airplanes  in  an  effort  to  confirm 
the  continued  operational  safety  of  these 
airplanes.  The  formation  of  the  CDR 
team  was  prompted  by  questions  that 
arose  following  an  accident  involving  a 
Model  737-200  series  airplane  that 
occurred  near  Colorado  Springs, 
Colorado,  and  one  involving  a  Model 
737-300  series  airplane  that  occurred 
near  Pittsburgh,  Pennsylvania.  The  CDR 
team’s  analysis  of  the  flight  control 
systems  was  performed  independent  of 
the  investigations  of  these  accidents, 
which  are  conducted  by  the  National 
Transportation  Safety  Board  (NTSB). 

The  cause  of  the  accidents  has  not  yet 
been  determined. 

The  CDR  team  was  composed  of 
representatives  firom  the  FAA,  the 
NTSB,  other  U.S.  government 
organizations,  and  foreign  airworthiness 
authorities.  The  team  reviewed  the 
service  history  and  the  design  of  the 
flight  control  systems  of  Model  737 
series  airplanes.  The  team  completed  its 
review  in  May  1995.  The 
recommendations  of  the  team  include 
various  changes  to  the  design  of  the 
flight  control  systems  of  these  airplanes, 
as  well  as  correction  of  certain  design 
deficiencies.  This  proposed  AD  is  one  of 
nine  rulemaking  actions  being  issued  by 
the  FAA  to  address  the 
recommendations  of  the  CDR  team. 

Report  Received  by  FAA 

The  FAA  has  received  a  report 
indicating  that  some  pulley  brackets  of 
the  aileron  control  cables  were  trimmed 
to  clear  adjacent  structure  when  the 
brackets  were  installed  on  the  airplane 
during  manufacture.  In  this  case,  the 
fatigue  life  of  the  pulley  brackets  can  be 
compromised  and  the  pulley  brackets 
could  crack  or  fracture.  Fatigue  cracking 
or  fracturing  of  the  pulley  brackets,  if 
not  detected  and  corrected  in  a  timely 
manner,  could  result  in  slack  in  the 
cables  and  consequent  reduced  ability 
of  the  flightcrew  to  control  the  aileron. 

Explanation  of  Relevant  Service 
Information 

The  FAA  has  reviewed  and  approved 
Boeing  Service  Bulletin  737-27-1154, 
dated  August  25, 1988,  which  describes 
procedures  for  a  visual  inspection  to 
detect  fatigue  cracking,  base  trim,  and 
upper  flange  over-trim  of  the  pulley 
brackets  of  the  aileron  control  cables.  It 
also  describes  procedures  for  replacing 
the  pulley  brackets  with  new  pulley 
brackets,  and  replacing  the  two  button- 
head  rivets  with  flush-head  rivets,  if 


necessary.  Installation  of  flush-head 
rivets  will  prevent  interference  between 
the  pulley  brackets  and  the  adjacent 
structure. 

Explanation  of  Requirements  of 
Proposed  Rule 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AD  would 
require  a  visual  inspection  to  detect 
fatigue  cracking,  base  trim,  and  upper 
flange  over-trim  of  the  pulley  brackets  of 
the  aileron  control  cables.  It  also  would 
require,  if  necessary,  replacement  of  the 
pulley  brackets  with  new  pulley 
brackets,  and  replacement  of  the  two 
button-head  rivets  with  flush-head 
rivets.  The  actions  would  be  required  to 
be  accomplished  in  accordance  with  the 
service  bulletin  described  previously. 

Explanation  of  Proposed  Compliance 
Time 

In  developing  an  appropriate 
compliance  time  for  the  proposed 
inspection,  the  FAA’s  intent  is  that  it  be 
performed  during  a  regularly  scheduled 
maintenance  visit  for  the  majority  of  the 
affected  fleet,  when  the  airplanes  would 
be  located  at  a  base  where  special 
equipment  and  trained  personnel  would 
be  readily  available,  if  necessary.  In 
addition,  the  FAA  considered  the 
availability  of  replacement  pulley 
brackets  and  rivets  that  may  be  needed 
if  fatigue  cracking,  base  trim,  or  upper 
flange  over-trim  is  detected.  The  FAA 
finds  that  18  months  corresponds 
closely  to  the  interval  representative  of 
most  of  the  affected  operators’  normal 
maintenance  schedules.  The  FAA 
considers  that  this  interval  will  provide 
an  acceptable  level  of  safety. 

Cost  Impact 

There  are  approximately  262  Model 
737-300  series  airplanes  of  the  affected 
design  in  the  worldwide  fleet.  The  FAA 
estimates  that  169  airplanes  of  U.S. 
registry  would  be  affected  by  this 
proposed  AD,  that  it  would  take 
approximately  1  work  hour  per  airplane 
to  accomplish  the  proposed  inspection, 
and  that  the  average  labor  rate  is  $60  per 
work  hour.  Based  on  these  figures,  the 
cost  impact  of  the  proposed  AD  on  U.S. 
operators  is  estimated  to  be  $10,140,  or 
$60  (>er  airplane. 

The  cost  impact  figure  discussed 
above  is  based  on  assumptions  that  no 
operator  has  yet  accomplished  any  of 
the  proposed  requirements  of  this  AD 
action,  and  that  no  operator  would 
accomplish  those  actions  in  the  future  if 
this  AD  were  not  adopted. 

Should  an  operator  be  required  to 
accomplish  the  necessary  replacement 
of  pulley  brackets  and  rivets,  it  would 


take  approximately  15  work  hours  per 
airplane  to  accomplish  those  actions,  at 
an  average  labor  rate  of  $60  per  work 
hour.  Required  parts  would  cost 
approximately  $713  per  airplane.  Based 
on  these  figures,  the  cost  impact  of  any 
necessary  replacement  action  is 
estimated  to  be  $1,613  per  airplane. 

Regulatory  Impact 

The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  tne  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  “significant  regulatory  action’’ 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule’’  under  the  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034,  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  is  contained  in  the  Rules  Docket. 
A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at  the 
location  provided  imder  the  caption 
ADDRESSES. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  part 
39  of  the  Federal  Aviation  Regulations 
(14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Boeing:  Docket  96-NM-148-AD. 

Applicability:  Model  737-300  series 
airplanes;  as  listed  in  Boeing  Service  Bulletin 
737-27-1154,  dated  August  25, 1988; 
certificated  in  any  category. 
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Note  1:  This  AD  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  whether  it  has  been 
otherwise  modihed,  altered,  or  repaired  in 
the  area  subject  to  the  requirements  of  this 
AD.  For  airplanes  that  have  been  modified, 
altered,  or  repaired  so  that  the  pierformance 
of  the  requirements  of  this  AD  is  affected,  the 
owner/operator  must  request  approval  for  an 
alternative  method  of  compliance  in 
accordance  with  paragraph  (c)  of  this  AD. 

The  request  should  include  an  assessment  of 
the  efiect  of  the  modification,  alteration,  or 
repair  on  the  unsafe  condition  addressed  by 
this  AD;  and,  if  the  unsafe  condition  has  not 
been  eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  fatigue  cracking  or  fiecturing  of 
the  pulley  brackets,  which  could  result  in 
slack  in  the  cables  and  consequent  reduced 
ability  of  the  flightcrew  to  control  th^ileron, 
accomplish  the  following: 

(a)  Within  18  months  after  the  effective 
date  of  this  AD:  Perform  a  visual  inspection 
to  detect  fatigue  cracking,  base  trim,  or  upper 
flange  over-trim  of  the  pulley  brackets,  part 
number  (P/N)  65C25555-3, 65C25555-501, 
or  69-7.3479-1,  of  the  aileron  control  cables, 
in  accordance  with  Boeing  Service  Bulletin 
737-27-1154,  dated  August  25, 1988. 

(b)  If  any  cracking  or  over-trim  of  the 
pulley  brackets  is  detected:  Prior  to  further 
flight,  replace  the  pulley  brackets  with  new 
pulley  brackets;  and  replace  the  two  existing 
button-head  rivets  with  flush-head  rivets;  in 
accordance  with  Boeing  Service  Bulletin 
737-27-1154,  dated  August  25. 1988. 

(c)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Seattle 
Aircraft  Certification  Office  (AGO),  FAA, 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Seattle  AGO. 

Note  2:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Seattle  AGO. 

(d)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  GFR 
21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  be  accomplished. 

Issued  in  Renton,  Washington,  on  August 
21, 1996. 

Ronald  T.  Wojnar, 

Manager,  Transport  Airplane  Directorate. 
Aircraft  Certification  Service. 

IFR  Doc.  96-21880  Filed  8-23-96;  9:01  am) 
BILLING  CODE  4ai0-13-U 


14  CFR  Part  39 

[Docket  No.  96-NM-149-nAD] 

RIN  2120-AA64 

Airworthiness  Directives;  Boeing 
Model  737  Series  Airplanes 

agency:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  This  document  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AO)  that  is  applicable  to  all 
Boeing  Model  737  series  airplanes.  This 
proposal  would  require  revising  the 
FAA-approved  maintenance  program  to 
prohibit  the  use  of  pressure  washing 
within  the  wheel  well  or  on  the  landing 
gear  and  to  prohibit  the  use  of  pumps 
and/or  nozzles  for  washing  wheel  wells 
or  the  landing  gear.  This  proposal  is 
prompted  by  a  review  of  the  design  of 
the  flight  control  systems  on  Model  737 
series  airplanes.  The  actions  specified 
by  the  proposed  AD  are  intended  to 
prevent  corrosion  of  certain  equipment 
due  to  the  use  of  inappropriate  pressure 
washing  techniques.  Corrosion  of 
bearings,  cables,  electrical  connectors, 
or  other  equipment  in  the  main  wheel 
well,  if  not  detected  and  corrected  in  a 
timely  manner,  could  result  in  reduced 
controllability  of  the  airplane. 

DATES:  Comments  must  be  received  by 
October  24, 1996. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  96-NM- 
149-AD,  1601  Lind  Avenue,  SW., 
Renton,  Washington  98055—4056. 
Comments  may  be  inspected  at  this 
location  between  9:00  a.m.  and  3:00 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
Boeing  Commercial  Airplane  Group, 
P.O.  Box  3707,  Seattle,  Washington 
98124—2207.  This  information  may  be 
examined  at  the  FAA,  Transport 
Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington. 

FOR  FURTHER  INFORMATION  CONTACT: 
David  Herron,  Aerospace  Engineer, 
Systems  and  Equipment  Branch,  ANM- 
130S,  FAA,  Transport  Airplane 
Directorate,  Seattle  Aircraft  Certification 
Office,  1601  Lind  Avenue,  SW.,  Renton, 
Washington  98055-4056;  telephone 
(206)  227-2672;  fax  (206)  227-1181. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 


proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Commimications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rple.  The  proposals  contained 
in  this  notice  may  be  changed  in  light 
of  the  comments  received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  "Comments  to 
Docket  Number  96-NM-149-AD.”  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
96-NM-149-AD,  1601  Lind  Avenue, 
SW.,  Renton,  Washington  98055—4056. 

Discussion 

In  October  1994,  the  FAA  organized  a 
team  to  conduct  a  Critical  Design 
Review  (CDR)  of  the  flight  control 
systems  installed  on  Boeing  Model  737 
series  airplanes  in  an  effort  to  confirm 
the  continued  operational  safety  of  these 
airplanes.  The  formation  of  the  CDR 
team  was  prompted  by  questions  that 
arose  following  an  accident  involving  a 
Model  737-200  series  airplane  that 
occurred  near  Colorado  Springs, 
Colorado,  and  one  involving  a  Model 
737-300  series  airplane  that  occurred 
near  Pittsburgh.  Pennsylvania.  The  CDR 
team’s  analysis  of  the  flight  control 
systems  was  performed  independent  of 
the  investigations  of  these  accidents, 
which  are  conducted  by  the  National 
Transportation  Safety  Board  (NTSB). 

The  cause  of  the  accidents  has  not  yet 
been  determined. 

The  CDR  team  was  composed  of 
representatives  from  the  FAA,  the 
NTSB,  other  U.S.  government 
organizations,  and  foreign  airworthiness 
authorities.  The  team  reviewed  the 
service  history  and  the  design  of  the 
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flight  control  systems  of  Model  737 
series  airplanes.  The  team  completed  its 
review  in  May  1995.  The 
recommendations  of  the  team  include 
various  changes  to  the  design  of  the 
flight  control  systems  of  these  airplanes, 
as  well  as  correction  of  certain  design 
deficiencies.  This  proposed  AD  is  one  of 
nine  rulemaking  actions  being  issued  by 
the  FAA  to  address  the 
recommendations  of  the  G3R  team. 

Reports  Received  by  FAA- 

The  FAA  has  received  reports 
indicating  that  inappropriate  pressure 
washing  techniques,  such  as  the  use  of 
high  pressure  washing,  have  been  used 
to  clean  equipment  within  the  wheel 
wells  of  Model  737  series  airplanes. 

High  pressure  washing  of  the  bearings, 
cables,  electrical  connectors,  and  other 
equipment  in  the  main  wheel  well  can 
result  in  fluids  (or  additives  in  the 
fluids)  being  forced  into  these  areas. 
Retention  of  fluid  in  these  areas  can 
resijdt  in  the  development  of  corrosion. 
Corrosion  of  bearings,  cables,  electrical 
connectors,  or  other  eqmpment  in  the 
main  wheel  well,  if  not  detected  and 
corrected  in  a  timely  manner,  could 
result  in  reduced  controllability  of  the 
airplane. 

FAA’s  Findings 

The  FAA  finds  that  Model  737  series 
airplanes  were  not  designed  to 
wiAstand  high  pressure  washing  of  the 
wheel  wells  and  landing  gears.  The  FAA 
concludes  that  these  airplanes  were 
designed  to  operate  with  contaminate 
buildup  in  the  wheel  wells  and  landing 
gears.  In  light  of  this,  the  FAA  has 
determined  that  the  FAA-approved 
maintenance  program  must  be  revised  to 
prohibit  the  use  of  pressure  washing 
within  the  wheel  well  or  on  the  landing 
gear.  Pressure  washing  is  defined  as  the 
use  of  any  fluid  under  pressure  greater 
than  80  pounds  per  square  inch,  gauge 
(psig).  The  FAA  also  finds  that  the  use 
of  pumps  and/or  nozzles  must  be 
prohibited,  since  such  use  results  in 
pressure  greater  than  80  psig. 

Explanation  of  Requirements  of 
Proposed  Rule 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AO  would 
require  revising  the  FAA-approved 
maintenance  program  to  prohibit  the 
use  of  pressure  washing  within  the 
wheel  well  or  on  the  landing  gear  and 
to  prohibit  the  use  of  pumps  and/or 
nozzles  for  washing  wheel  wells  or  the 
landing  gear. 


Cost  Impact 

There  are  approximately  2,463  Model 
737  series  airplanes  of  the  affected 
design  in  the  worldwide  fleet.  The  FAA  , 
estimates  that  1,040  airplanes  of  U.S. 
registry  would  be  affected  by  this 
proposed  AD,  that  it  would  take 
approximately  5  work  hours  per 
airplane  to  accomplish  the  proposed 
actions,  and  that  the  average  labor  rate 
is  $60  per  work  hour.  Based  on  these 
figures,  the  cost  impact  of  the  proposed 
AD  on  U.S.  operators  is  estimated  to  be 
$312,000,  or  $300  per  airplane. 

The  cost  impact  figure  discussed 
above  is  based  on  assumptions  that  no 
operator  has  yet  accomplished  any  of 
the  proposed  requirements  of  this  AD 
action,  and  that  no  operator  would 
accomplish  those  actions  in  the  future  if 
this  AD  were  not  adopted. 

Regulatory  Impact 

The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  govenunent  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule”  under  the  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034,  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  is  contained  in  the  Rules  Docket. 
A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at  the 
location  provided  under  the  caption 
“ADDRESSES.” 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  del^ated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  part 
39  of  the  Federal  Aviation  Regulations 
(14  CFR  part  39)  as  follows: 


PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113, 44701. 

§39.13  [Amended] 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Boeing:  Docket  96-NM-149-AD. 

Applicability:  All  Model  737  series 
airplanes,  certificated  in  any  category. 

Note  1:  This  AD  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  wnether  it  has  been 
modified,  altered,  or  repaired  in  the  area 
subject  to  the  requirements  of  this  AD.  For 
airplanes  that  have  been  modified,  altered,  or 
repaired  so  that  the  performance  of  the 
requirements  of  this  AD  is  affected,  the 
owner/operator  must  request  approval  for  an 
alternaffve  method  of  compliance  in 
accordance  with  paragraph  (b)  of  this  AD. 

The  request  should  include  an  assessment  of 
the  effect  of  the  modification,  alteration,  or 
repair  on  the  unsafe  condition  addressed  by 
this  AD;  and,  if  the  unsafe  condition  has  not 
been  eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  corrosion  in  the  bearings, 
cables,  electrical  connectors,  or  other 
equipment  in  the  main  wheel  well,  which 
could  result  in  reduced  controllability  of  the 
airplane,  accomplish  the  following: 

(a)  Within  90  days  after  the  effective  date 
of  this  AD,  incorporate  a  revision  into  the 
FAA-approved  maintenance  program  that 
prohibits  the  use  of  pressure  washing  within 
the  wheel  well  or  on  the  landing  gear,  and 
that  prohibits  the  use  of  piunps  and/or 
nozzles  for  washing  wheel  wells  or  the 
landing  gear.  Pressure  washing  is  defined  as 
the  use  of  any  fluid  under  pressure  greater 
than  80  pounds  per  square  inch,  gauge  (psig). 

(b)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Seattle 
Aircraft  Certification  Office  (AGO),  FAA, 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Seattle  AGO. 

Note  2:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Seattle  AGO. 

(c)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  CFR 
21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  be  accomplished. 

Issued  in  Renton,  Washington,  on  August 
21, 1996. 

Ronald  T.  Wojnar, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

[FR  Doc.  96-21881  Filed  8-23-96;  9.02  am] 
BILLING  CODE  4010-13-0 
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14  CFR  Part  39 

pocket  No.  96-NM-150-AD] 

RIN  2120-AA64 

Airworthiness  Directives;  Boeing 
Modei  737-100,  -200,  -300,  -400,  and 
-€00  Series  Airplanes 

AGENCY:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  This  document  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to  all 
Boeing  Model  737-100,  -200,  -300, 
-400,  and  -500  series  airplanes.  This 
proposal  would  require  an  inspection  of 
the  aileron/elevator  power  control  units 
(PCU’s)  and  the  rudder  PCU  to 
determine  if  reworked  PCU  manifold 
cylinder  bores  containing  chrome 
plating  are  installed,  and  replacement  of 
the  cylinder  bores  with  bores  that  have 
been  reworked  using  the  oversize 
method  or  the  steel  sleeve  method,  if 
necessary.  This  proposal  is  prompted  by 
a  review  of  the  design -of  the  flight 
control  systems  on  Model  737  series 
airplanes.  The  actions  specified  by  the 
proposed  AD  are  intended  to  prevent  a 
reduced  rate  of  movement  of  the 
elevator,  aileron,  or  rudder  due  to 
contamination  of  hydraulic  fluid  from 
chrome  plating  chips;  such  reduced  rate 
of  movement,  if  not  corrected,  could 
result  in  reduced  controllability  of  the 
airplane. 

DATES:  Comments  must  be  received  by 
October  24, 1996. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  96-NM- 
150-AD,  1601  Lind  Avenue,  SW., 
Renton,  Washington  98055—4056. 
Comments  may  be  inspected  at  this 
location  between  9:00  a.m.  and  3:00 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  horn 
Boeing  Commercial  Airplane  Group, 
P.O.  Box  3707,  Seattle,  Washington 
98124-2207.  This  information  may  be 
examined  at  the  FAA,  Transport 
Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington. 

FOR  FURTHER  INFORMATION  CONTACT:  Don 
Kurle,  Senior  Engineer,  Systems  and 
Equipment  Branch,  ANM-130S,  FAA, 
Seattle  Aircraft  Certification  Office, 

1601  Lind  Avenue,  SW.,  Renton, 
Washington;  telephone  (206)  227-2798; 
fax  (206)  227-1181. 


SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Communications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  be  changed  in  light 
of  the  comments  received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Dodcet. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  “Conunents  to 
Docket  Number  96-NM-150-AD.”  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
96-NM-150-AD,  1601  Lind  Avenue, 
SW.,  Renton,  Washington  98055—4056. 

Discussion 

In  October  1994,  the  FAA  organized  a 
team  to  conduct  a  Critical  Design 
Review  (CDR)  of  the  flight  control 
systems  installed  on  Boeing  Model  737 
series  airplanes  in  an  effort  to  confirm 
the  continued  operational  safety  of  these 
airplanes.  The  formation  of  the  CDR 
team  was  prompted  by  questions  that 
arose  following  an  accident  involving  a 
Modei  737-200  series  airplane  that 
occurred  near  Colorado  Springs, 
Colorado,  and  one  involving  a  Model 
737-300  series  airplane  that  occurred 
near  Pittsburgh,  Pennsylvania.  The  CDR 
team’s  analysis  of  the  flight  control 
systems  was  performed  independent  of 
the  investigations  of  these  accidents, 
which  are  conducted  by  the  National 
Transportation  Safety  Board  (NTSB). 
The  cause  of  the  accidents  has  not  yet 
been  determined. 


The  CDR  team  was  composed  of 
representatives  from  the  FAA,  the 
NTSB,  other  U.S.  government 
organizations,  and  foreign  airworthiness 
authorities.  The  team  reviewed  the 
service  history  and  the  design  of  the 
flight  control  systems  of  Model  737 
series  airplanes.  The  team  completed  its 
review  in  May  1995.  The 
recommendations  of  the  team  include 
various  changes  to  the  design  of  the 
flight  control  systems  of  these  airplanes, 
as  well  as  correction  of  certain  design 
deficiencies.  This  proposed  AD  is  one  of 
nine  rulemaking  actions  being  issued  by 
the  FAA  to  address  the 
recommendations  of  the  CDR  team. 

Reports  Received  by  FAA 

The  FAA  has  received  reports 
indicating  that  the  chrome  plating 
separated  from  reworked  cylinder  bores 
of  the  aileron/elevator  power  control 
units  (PCU’s).  Investigation  revealed 
that  a  number  of  aileron/elevator  and 
rudder  PCU’s  were  repaired  using 
chrome  plating  on  the  aluminum 
cylinder  bores.  Separation  of  the  chrome 
plating  has  occurred  on  several  of  these 
repaired  units,  which  can  result  in 
contamination  of  hydraulic  fluid  horn 
chrome  plating  chips.  Such 
contamination  could  result  in  blocked 
or  jammed  valves  in  the  rudder  PCU, 
which  could  result  in  reduced 
movement  capability  of  the  rudder  or 
partial  or  total  deflection  of  the  rudder. 
In  addition,  such  contamination  could 
result  in  scored  piston  seals  or  cylinder 
bores  and  consequent  reduced 
performance  of  the  aileron/elevator 
PCU’s.  A  reduced  rate  of  movement  of 
the  elevator,  aileron,  or  rudder,  if  not 
corrected,  could  result  in  reduced 
controllability  of  the  airplane. 

Explanation  of  Relevant  Service 
Information 

The  FAA  has  reviewed  and  approved 
Boeing  Service  Letter  737-SL-27-30, 
dated  April  1, 1985,  which  describes 
procedures  for  an  inspection  of  the 
aileron/elevator  PCU’s  and  the  rudder 
PCU  to  determine  if  reworked  PCU 
manifold  cylinder  bores  containing 
chrome  plating  are  installed,  and 
replacement  of  the  cylinder  bores  with 
bores  that  have  been  reworked  using  the 
oversize  method  or  the  steel  sleeve 
method,  if  necessary. 

Explanation  of  Requirements  of 
Proposed  Rule 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AD  would 
require  an  inspection  of  the  aileron/ 
elevator  PCU’s  and  the  rudder  PCU  to 
determine  if  reworked  PCU  manifold 
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cylinder  bores  containing  chrome 
plating  are  installed,  and  replacement  of 
the  cylinder  bores  with  bores  that  have 
been  reworked  using  the  oversize 
method  or  the  steel  sleeve  method,  if 
necessary.  The  actions  would  be 
required  to  be  accomplished  in 
accordance  with  the  service  letter 
described  previously. 

Explanation  of  Proposed  Compliance 
Time 

In  developing  an  appropriate 
compliance  time  for  the  proposed 
actions,  the  FAA’s  intent  is  that  they  be 
performed  during  a  regularly  scheduled 
maintenance  visit  for  the  majority  of  the 
affected  fleet,  when  the  airplanes  would 
be  located  at  a  base  where  special 
equipment  and  trained  personnel  would 
be  readily  available,  if  necessary.  In 
addition,  the  FAA  considered  the 
availability  of  necessary  parts.  In  light  of 
these  considerations,  the  FAA  has 
s|>ecified  a  compliance  time  of  18 
months  for  accomplishment  of  the 
proposed  inspection.  The  FAA  finds 
that  18  montlu  corresponds  closely  to 
the  interval  representative  of  most  of  the 
affected  operators’  normal  maintenance 
schedules.  The  FAA  considers  that  the 
proposed  compliance  time  will  provide 
an  acceptable  level  of  safety. 

Cost  Impact 

There  are  approximately  Z,675  Model 
737  series  airplanes  of  the  afiected 
design  in  the  worldwide  fleet.  The  FAA 
estimates  that  1,091  airplanes  of  U.S. 
registry  would  be  affected  by  this 
proposed  AD,  that  it  would  take 
approximately  5  work  hours  per 
airplane  to  accomplish  the  proposed 
inspection,  and  that  the  average  labor 
rate  is  $60  per  work  hour.  Based  on 
these  figures,  the  cost  impact  of  the 
proposed  AD  on  U.S.  operators  is 
estimated  to  be  $327,300,  or  $300  per 
airplane. 

The  cost  impact  figure  discussed 
above  is  based  on  assumptions  that  no 
operator  has  yet  accomplished  any  of 
the  proposed  requirements  of  this  AD 
action,  and  that  no  operator  would 
accomplish  those  actions  in  the  future  if 
this  AD  were  not  adopted. 

Should  an  operator  be  required  to 
accomplish  the  necessary  replacement, 
it  would  take  approximately  18  work 
hours  per  airplane  to  accomplish,  at  an 
average  labor  rate  of  $60  per  work  hour. 
Required  parts  will  cost  approximately 
$15,800  per  airplane.  Based  on  these 
figures,  the  cost  impact  of  any  necessary 
replacement  action  is  estimated  to  be 
$16,880  per  airplane. 


Regulatory  Impact 

The  regulations  proposed  herein 
would  not  have  substantial  direct  efiects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distrihution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  “significant  regulatory  action’’ 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule’’  under  the  DOT 
Regulatory  Policies  and  Procedures  (44 
FR 11034,  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  is  contained  in  the  Rules  Docket. 
A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at  the 
location  provided  under  the  caption 
ADDRESSES. 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  part 
39  of  the  Federal  Aviation  Regulations 
(14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113, 44701. 

§39.13  [Amended] 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Boeing:  Docket  96-NM-l  50-AD. 

Applicability:  All  Model  737-100,  -200, 
-300,  -400,  and  -500  series  airplanes, 
certificated  in  any  category. 

Note  1:  This  AD  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  whether  it  has  been 
otherwise  ratified,  altered,  or  repaired  in 
the  area  subject  to  the  requirements  of  this 
AD.  For  airplanes  that  have  been  modified, 
altered,  or  repaired  so  that  the  performance 
of  the  requirements  of  this  AD  is  affected,  the 
owner/operator  must  request  approval  for  an 
alternative  method  of  compliance  in 


accordance  with  paragraph  (d)  of  this  AD. 

The  request  should  include  an  assessment  of 
the  eftect  of  the  modification,  alteration,  or 
repair  on  the  unsafe  condition  addressed  by 
this  AD;  and,  if  the  unsafe  condition  has  not 
been  eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  a  reduced  rate  of  movement  of 
the  elevator,  aileron,  or  rudder,  which,  if  not 
corrected,  could  result  in  reduced 
controllability  of  the  airplane,  accomplish 
the  following: 

(a)  Within  18  months  after  the  effective 
date  of  this  AD:  Perform  an  inspection  of  the 
aileron  and  elevator  PCU's,  part  number  (P/ 

N)  65-44761-( ),  and  the  rudder  PCU,  P/N 
65-44681-( ),  to  determine  if  reworked  PCU 
manifold  cylinder  bores  containing  chrome 
plating  are  installed,  in  accordance  with 
Boeing  Service  Letter  737-SL-27-30,  dated 
April  1, 1985. 

(b)  If  any  reworked  PCU  manifold  cylinder 
bores  containing  chrome  plating  are 
installed:  Prior  to  further  flight,  replace  the 
cylinder  bores  with  bores  that  have  been 
reworked  using  the  oversize  method  or  the 
steel  sleeve  method  specified  in  Boeing 
Service  Letter  737-SL^27-30,  dated  April  1, 
1985.  Accomplish  the  replacement  in 
accordance  with  the  service  letter. 

(c)  As  of  the  effective  date  of  this  AD,  no 
person  shall  install  a  reworked  PCU  manifold 
cylinder  bore  containing  chrome  plating  on 
an  aileron  or  elevator  PCU  having  P/N  65- 
44761-{ ),  or  on  a  rudder  PCU  having  P/N 
65— 44681-( ),  of  any  airplane  unless  the 
cylinder  bore  has  been  reworked  using  the 
oversize  method  or  the  steel  sleeve  method 
specified  in  Boeing  Service  Letter  737-SL- 
27-30,  dated  April  1, 1985. 

(d)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Seattle 
Aircraft  Certification  Office  (ACO),  FAA, 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Seattle  ACO. 

Note  2:  Information  concerning  the  . 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Seattle  ACO. 

(e)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  CFR 
21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  be  accomplished. 

Issued  in  Renton,  Washington,  on  August 
21, 1996. 

Ronald  T.  Wojnar, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

(FR  Doc.  96-21882  Filed  8-23-96;  9:02  am) 
BILUNQ  CODE  4910-13-0 
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14  CFR  Part  39 

pocket  No.  96-MM-151-AD] 

RIN  2120hAA64 

Airworthiness  Directives;  Boeing 
Modei  737-100,  -200,  -300,  -400,  and 
-500  Series  Airpianes 

agency:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  This  document  proposes  the* 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to  all 
Boeing  Model  737-100,  -200,  -300, 

-400,  and  -500  series  airplanes.  This 
proposal  would  require  repetitive  tests 
to  verify  the  integrity  of  the  yaw  damper 
coupler,  and  various  follow-on  actions. 
This  proposal  also  would  require  a  one¬ 
time  inspection  to  determine  the  part 
number  of  the  engage  solenoid  valve  of 
the  yaw  damper,  and  replacement  of  the 
valve  with  a  valve  having  a  different 
part  number,  if  necessary.  This  proposal 
is  prompted  by  a  review  of  the  design 
of  the  flight  control  systems  on  Model 
737  series  airplanes.  The  actions 
specified  by  the  proposed  AD  are 
intended  to  prevent  sudden 
uncommanded  yawing  of  the  airplane 
due  to  potential  failures  within  the  yaw 
damper  system,  and  consequent  injury 
to  passengers  and  crewmembers. 

DATES:  Comments  must  be  received  by 
October  24, 1996. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  96-NM- 
151-AD,  1601  Lind  Avenue,  SW., 
Renton,  Washington  98055-4056. 
Comments  may  be  inspected  at  this 
location  between  9:00  a.m.  and  3:00 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  horn 
Commercial  Flight  Systems  Group,  Air 
Transport  Systems  Division,  Honeywell 
Inc.,  Box  21111,  Phoenix,  Arizona 
85036;  and  Boeing  Commercial  Airplane 
Group,  P.O.  Box  3707,  Seattle, 
Washington  98124—2207.  This 
information  may  be  examined  at  the 
FAA,  Transport  Airplane  Directorate, 
1601  Lind  Avenue,  SW.,  Renton, 
Washington. 

FOR  FURTHER  INFORMATION  CONTACT: 

Hania  Younis,  Aerospace  Engineer, 
Systems  and  Equipment  Branch,  ANM- 
130S,  FAA,  Transport  Airplane 
Directorate,  Seattle  Aircraft  Certification 
Office,  1601  Lind  Avenue,  SW.,  Renton, 
Washington  98055—4056;  telephone 
(206)  227-2764;  fax  (206)  227-1181. 


SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Communications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  be  changed  in  light  ^ 
of  the  comments  received,^  * 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  “Comments  to 
Docket  Number  96-NM-151-AD.”  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
96-NM-151-AD,  1601  Lind  Avenue, 
SW.,  Renton,  Washington  98055—4056. 

Discussion 

In  October  1994,  the  FAA  organized  a 
team  to  conduct  a  Critical  Design 
Review  (CDR)  of  the  flight  control 
systems  installed  on  Boeing  Model  737 
series  airplanes  in  an  effort  to  confirm 
the  continued  operational  safety  of  these 
airplanes.  The  formation  of  the  CDR 
team  was  prompted  by  questions  that 
arose  following  an  accident  involving  a 
Model  737-200  series  airplane  that 
occurred  near  Colorado  Springs, 
Colorado,  and  one  involving  a  Model 
737-300  series  airplane  that  occurred 
near  Pittsburgh,  Pennsylvania.  The  CDR 
team’s  analysis  of  the  flight  control 
systems  was  performed  independent  of 
tire  investigations  of  these  accidents, 
which  are  conducted  by  the  National 
Transportation  Safety  Board  (NTSB). 

The  cause  Of  the  accidents  has  not  yet 
been  determined. 


The  CDR  team  was  composed  of 
representatives  from  the  FAA,  the 
NTSB,  other  U.S.  government 
organi2:ations,  and  foreign  airworthiness 
authorities.  The  team  reviewed  tlie 
service  history  and  the  design  of  the'... 
flight  control  systems  of  Mc^el  737 
series  airplanes.  The  team  completed  its 
review  in  May  1995.  The 
recommendations  of  the  team  include 
various  changes  to  the  design  of  the 
flight  control  systems  of  these  airplanes, 
as  well  as  correction  of  certain  design 
deficiencies.  This  proposed  AD  is  one  of 
nine  rulemaking  actions  being  issued  by 
the  FAA  to  address  the 
recommendations  of  the  CDR  team. 

Reports  Received  by  FAA 

The  FAA  has  received  a  number  of 
reports  of  uncommanded  yawing  of 
Boeing  Model  737  series  airplanes.  This 
condition  may  have  been  caused  hy  one 
of  two  separate  failures  of  the  yaw 
damper  system: 

First,  the  rate  gyroscope  of  the  yaw 
damper  coupler  can  fail  as  a  result  of 
Wear  of  the  rotor  bearing.  Such  wear  can 
cause  increased  vibration,  which  may  be 
translated  into  brinnels  (dents)  in  the 
gimhal  bearings.  This  condition  can 
cause  faults  in  the  gyroscope  at  certain 
input  rates  and  consequent  rudder  kicks 
to  the  yaw  damper  authority. 

Second,  intermittent  failures  of  the 
engage  solenoid  valve  of  the  yaw 
damper  on  the  nidder  power  control 
units  (PCU’s)  could  occur.  Valves 
having  certain  part  numbers  have 
encapsulated  electrical  coils  (i.e.,  the 
coils  are  coated  with  a  thermoset  epoxy 
moulding  compound  or  similar 
material),  which  makes  the  valves  less 
susceptible  to  damage  and  exposure  to 
moisture.  Corrosion  could  occur  if  the 
coils  are  exposed  to  moisture.  Corrosion 
or  damage  of  the  coils  could  result  in 
abrupt  uncommanded  rudder 
deflections. 

These  conditions,  if  not  corrected, 
could  result  in  sudden  uncommanded 
yawing  of  the  airplane  and  consequent 
injury  to  passengers  and  crewmembers. 

FAA’s  Determinations 

In  light  of  this  information,  the  FAA 
finds  that  certain  procedures  must  be 
required  to  ensure  the  safety  of  the 
affected  fleet.  These  procedures  include 
tests  to  verify  the  integrity  of  the  yaw 
damper  coupler,  and  various  follow-on 
actions  (including  tests  to  verify  the 
integrity  of  the  rate  gyroscope  of  the 
yaw  damper  coupler;  and  removal, 
overhaul,  replacement,  repair,  and 
reinstallation  of  the  rate  gyroscope),  as 
necessary.  The  FAA  has  reviewed  the 
procedures  for  accomplishment  of  these 
actions,  which  are  contained  in  the 
documents  described  below: 
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1.  Honeywell  Component 
Maintenance  Ntenual  (CMM)  22-10-27, 
Revision  6,  dated  September  1, 1992. 

The  CMM  describes  procedures  for 
repetitive  tests  to  verify  the  integrity  of 
the  yaw  damper  coupler;  repair  of  the 
yaw  damper  coupler,  if  necessary; 
removal  and  reinstallation  of  the  rate  ' 
gyroscope  of  the  yaw  damper  coupler; 
replacement  of  the  rate  gyroscope  with 
a  new  part;  and  replacement  of  the  yaw 
damper  coupler  with  a  new  or 
serviceable  coupler. 

2.  Sperry  Overhaul  Manual  24-09-20, 
RGIOOO  Miniature  Rate  Gyroscope,  Part 
No.  2589124-902.”  The  overhaul 
manual  describes  procedures  for 
overhauling  the  rate  gyroscope  of  the 
yaw  damper  coimler. 

3.  Honeywell  Engineering 
Specification  No.  IT2589124, 

“Integrated  Test  Specification  for  Rate 
Gyroscope,  Part  Number  2589124-902,” 
dated  O^ober  9, 1992.  This  document 
describes  procedures  for  tests  to  verify 
the  integrity  of  the  rate  gyroscope  of  the 
yaw  damper  coupler. 

Additionally,  the  Boeing  737 
Overhaul  Manual  specifies  procedures 
for  a  one-time  inspection  of  the  engage 
solenoid  valve  of  the  yaw  damper  to 
determine  the  part  number  of  me  valve, 
and  replacement  of  the  valve  with  a 
valve  having  a  different  part  number. 
The  FAA  finds  that  the  accomplishment 
of  these  actions  will  adequately  address 
intermittent  failiues  of  the  engage 
solenoid  valve.  (Operators  should  note 
that  Boeing  In-Service  Activities  Report 
95-03-2725-10,  dated  February  16, 

1995  (for  Model  737-100  and  -200 
series  airplanes),  or  95-04—2725—10, 
dated  February  24, 1995  (for  Model 
737-300,  -400,  and  -500  series 
airplanes),  provide  additional 
information  concerning 
interchangeability  of  solenoid  valve  part 
numbers.] 

Explanation  of  Requirements  of 
Proposed  Rule 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  proclucts  of  this  same 
type  design,  the  proposed  AD  would 
require  repetitive  tests  to  verify  the 
integrity  of  the  yaw  damper  coupler, 
and  various  follow-on  actions.  These 
actions  would  be  required  to  be 
accomplished  in  accordance  with  the 
Honeywell  CMM,  the  Honeywell 
engineering  specification  document, 
and  the  Sperry  overhaul  manual 
described  previously. 

The  proposed  AD  also  would  require 
a  one-time  inspection  to  determine  the 
part  number  of  the  engage  solenoid 
valve  of  the  yaw  damper,  and 
replacement  of  the  valve  with  a  valve 
having  a  different  part  number,  if 


necessary.  These  actions  would  be 
required  to  be  accomplished  in 
accordance  with  the  Boeing  737 
Overhaul  Maniial  discussed  previously. 

Explanation  of  Proposed  Compliance 
Times 

% 

In  developing  appropriate  compliance 
times  for  the  proposed  actions,  the 
FAA’s  intent  is  t^t  they  be  performed 
during  a  regularly  scheduled  • 

maintenance  visit  for  the  majority  of  the 
affected  fleet,  when  the  airplanes  would 
be  located  at  a  base  where  special 
equipment  and  trained  personnel  would 
be  readily  available,  if  necessary.  In 
addition,  the  FAA  considered  the 
availability  of  necessary  parts.  In  light  of 
these  considerations,  the  FAA  has 
specified  compliance  times  of  3,000 
hours  time-in-service  for 
accomplishment  of  the  initial  tests  (and 
6,000  hours  time-in-service  for  the 
repetitive  tests),  and  18  months  for 
accomplishment  of  the  one-time 
inspection.  The  FAA  finds  that  these 
intervals  correspond  closely  to  the 
intervals  representative  of  most  of  the 
affected  operators’  normal  maintenance 
schedules.  The  FAA  considers  that  the 
proposed  compliance  times  will  provide 
an  acceptable  level  of  safety. 

Intbrim  Action 

This  proposed  AD  is  considered  to  be 
interim  action.  The  manufacturer  has 
advised  that  it  currently  is  developing  a 
modification  that  will  positively  address 
the  unsafe  condition  addressed  by  this 
AD.  Once  this  modification  is 
developed,  approved,  and  available,  the 
FAA  may  consider  additional 
rulemaking. 

Cost  Impact 

There  are  approximately  2,675  Model 
737  series  airplanes  of  the  affected 
design  in  the  worldwide  fleet.  The  FAA 
estimates  that  1,091  airplanes  of  U.S. 
registry  would  be  affected  by  this 
proposed  AD. 

The  FAA  estimates  that  it  v/ould  take 
approximately  4  work  hours  per 
airplane  to  accomplish  the  proposed 
tests  of  the  yaw  damper  coupler,  and 
that  the  average  labor  rate  is  $60  per 
work  hour.  Based  on  these  figures,  the 
cost  impact  of  the  proposed  tests  on 
U.S.  operators  is  estimated  to  be 
$261,840,  or  $240  per  airplane,  per  test. 

The  FAA  estimates  that  it  would  take 
approximately  1  work  hour  per  airplane 
to  accomplish  the  proposed  one-time 
inspection  of  the  engage  solenoid  valve, 
at  an  average  labor  rate  of  $60  per  work 
hour.  Based  on  these  figures,  the  cost 
impact  of  the  proposed  inspection  on 
U.S.  operators  is  estimated  to  be 
$65,460,  or  $60  per  airplane. 


The  cost  impact  figures  discussed 
above  are  based  on  assumptions  that  no 
operator  has  yet  accomplished  any  of 
the  proposed  requirements  of  this  AD 
action,  and  that  no  operator  would 
accomplish  those  actions  in  the  future  if 
this  AD  were  not  adopted. 

Should  an  operator  be  required  to 
replace  an  engage  solenoid  valve  of  the 
yaw  damper,  it  would  take 
approximately  3  work  hours  to 
accomplish  the  replacement,  at  an 
average  labor  rate  of  $60  per  work  hour. 
Required  parts  would  cost 
approximately  $1,688  per  airplane. 

Based  on  these  figures,  the  cost  impact 
of  any  necessary  replacement  of  an 
engage  solenoid  valve  is  estimated  to  be 
$1,868  per  airplane. 

Regulatory  Impact 

The  regulations  proposed  herein  - 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
prraaration  of  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule”  under  the  DOT 
Regulatory  Policies  and  Procedures  (44 
FR 11034,  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  is  contained  in  the  Rules  Docket. 
A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at  the 
location  provided  under  the  caption 
“ADDRESSES.” 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  part 
39  of  the  Federal  Aviation  Regulations 
(14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 
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§39.13  [Amended] 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Boeing:  Docket  96-NM-151-AD. 

Applicability:  All  Model  737-100,  -200, 
-300,  -400,  and  -500  series  airplanes, 
certihcated  in  any  category. 

Note  1:  This  AD  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  whether  it  has  been 
otherwise  m^ified,  altered,  or  repaired  in 
the  area  subject  to  the  requirements  of  this 
AD.  For  airplanes  that  have  been  modified, 
altered,  or  repaired  so  that  the  performance 
of  the  requirements  of  this  AD  is  affected,  the 
owner/operator  must  request  approval  for  an 
alternative  method  of  compliance  in 
accordance  with  paragraph  (c)  of  this  AD. 

The  request  should  include  an  assessment  of 
the  efiect  of  the  modification,  alteration,  or 
repair  on  the  unsafe  condition  addressed  by 
this  AD;  and,  if  the  unsafe  condition  has  not 
been  eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  sudden  uncommanded  yawing 
of  the  airplane  due  to  potential  failures 
within  the  yaw  damper  system,  and 
consequent  injury  to  passengers  and 
crewmembers,  accomplish  the  following: 

(a)  Within  3,000  hours  time-in-service  after 
the  effective  date  of  this  AD,  and  thereafter 
at  intervals  not  to  exceed  6,000  hours  time- 
in-service:  Perform  tests  to  verify  the 
integrity  of  the  yaw  damper  coupler,  in 
accordance  with  procedures  specified  in  the 
Honeywell  Component  Maintenance  Manual 
22-10-27,  Revision  6,  dated  September  1, 
1992. 

(1)  If  the  yaw  damper  coupler  passes  the 
tests,  prior  to  further  flight,  remove  the  rate 
gyroscope  in  accordance  with  Section  4E, 
page  103,  of  the  Honeywell  Component 
Maintenance  Manual;  and  perform  tests  to 
verify  the  integrity  of  the  rate  gyroscope,  in 
accordance  with  procedures  specified  in 
Honeywell  Engineering  Specification  No. 
IT2589124,  "Integrated  Test  Specification  for 
Rate  Gyroscope,  Part  Number  2589124-902,” 
dated  October  9, 1992. 

(1)  If  the  rate  gyroscope  passes  the  tests, 
reinstall  the  rate  gyroscope  in  accordance 
with  Section  3F,  page  504,  of  the  Honeywell 
Component  Maintenance  Manual. 

(ii)  If  the  rate  gyroscope  fails  the  tests,  prior 
to  further  flight,  accomplish  either  paragraph 
(a)(l)(ii)(A)  or  (a)(l)(ii)(B)  of  this  AD. 

(A)  Overhaul  the  rate  gyroscope  in 
accordance  with  Sperry  Overhaul  Manual 
24-09-20,  “RGlOOC  Miniature  Rate 
Gyroscope,  Part  No.  2589124-902;”  and 
reinstall  the  rate  gyroscope  in  accordance 
with  Section  3F,  page  504,  of  the  Honeywell 
Component  Maintenance  Manual.  Or 

(B)  Replace  the  rate  gyroscope  with  a  new 
part  in  accordance  with  Section  3F,  page  504, 
of  the  Honeywell  Component  Maintenance 
Manual. 

(2)  If  the  yaw  damper  coupler  fails  the 
tests,  prior  to  further  flight,  accomplish  either 
paragraph  (a)(2)(i)  or  (a)(2)(ii)  of  this  AD. 

(i)  Repair  the  coupler  in  accordance  with 
the  Honeywell  Component  Maintenance 
Manual,  and  perform  tests  specified  in 


paragraph  (aKl)  of  this  AD  to  verify  the 
integrity  of  the  rate  gyroscope.  Or 

(ii)  Replace  the  coupler  with  a  new 
coupler,  or  with  a  serviceable  coupler  on 
which  the  integrity  of  the  rate  gyroscope  has 
been  verified  in  accordance  with  paragraph 
(a)(1)  of  this  AD.  Accomplish  the 
replacement  in  accordance  with  procedures 
specified  in  the  Honeywell  Component 
Maintenance  Manual. 

(b)  Within  18  months  after  the  effective 
date  of  this  AD:  Perform  a  one-time 
inspection  of  the  engage  solenoid  valve  of  the 
yaw  damper  to  determine  the  P/N  of  the 
valve.  If  any  valve  having  P/N  10-60881-1, 
-3,  or  -9  is  installed,  prior  to  further  flight, 
replace  it  with  a  valve  having  P/N  10-60881- 
8  or  -13.  Accomplish  the  actions  in 
accordance  with  Chapter  27-20-01  of  the 
Boeing  737  Overhaul  Manual. 

Note  2:  Boeing  In-Service  Activities  Report 
95-03-2725-10,  dated  February  16, 1995  (for 
Model  737-100  and  -200  series  airplanes),  or 
95-04-2725-10,  dated  February  24, 1995  (for 
Model  737-300,  -400,  and  -500  series 
airplanes),  provide  additional  information 
concerning  interchangeability  of  solenoid 
valve  part  numbers. 

(c)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Seattle 
ACO,  FAA,  Transport  Airplane  Directorate. 
Operators  shall  submit  their  requests  through 
an  appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Seattle  ACO. 

Note  3:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Seattle  ACO. 

(d)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  CFR 
21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  be  accomplished. 

Issued  in  Renton,  Washington,  on  August 
21, 1996. 

Ronald  T.  Wojnar, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

(FR  Doc.  96-21883  Filed  8-23-96;  9:03  am] 
BILUNG  CODE  4910-13-U 


14  CFR  Part  39 

[Docket  No.  96-NM-152-AD] 

RIN  2120^A64 

Airworthiness  Directives;  Boeing 
Model  737-100  and  -200  Series 
Airplanes 

agency:  Federal  Aviation 
Administration,  DOT. 

ACTION:  Notice  of  proposed  rulemaking 
(NPRM). 

SUMMARY:  This  document  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to  all 
Boeing  Model  737-100  and  -200  series 


airplanes.  This  proposal  would  require 
replacement  of  certain  outboard  and 
inboard  wheel  halves  with  improved 
wheel  halves.  This  proposal  also  would 
require  cleaning  and  inspecting  certain 
outboard  and  inboard  wheel  halves  for 
corrosion,  missing  paint  in  large  areas, 
and  cracks;  and  repair  or  replacement  of 
the  wheel  halves  with  serviceable  wheel 
halves,  if  necessary.  This  proposal  is 
prompted  by  a  review  of  the  design  of 
the  flight  control  systems  on  Model  737 
series  airplanes.  The  actions  specified 
by  the  proposed  AD  are  intended  to 
prevent  failure  of  the  wheel  flanges, 
which  could  result  in  failure  of  the 
hydraulics  systems,  jammed  flight 
controls,  loss  of  electrical  power,  or 
other  combinations  of  failures;  and 
consequent  reduced  controllability  of 
the  airplane. 

DATES:  Comments  must  be  received  by 
October  24, 1996. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  96-NM- 
1 52-AD,  1601  Lind  Avenue,  SW., 
Renton,  Washington  98055-4056. 
Comments  may  be  inspected  at  this 
location  between  9:00  a.m.  and  3:00 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  from 
Allied  Signal  Aerospace  Company, 
Bendix  Wheels  and  Brakes  Division, 
South  Bend,  Indiana  46624;  and  Bendix, 
Aircraft  Brake  and  Strut  Division,  3520 
West  Mestmoor  Street,  South  Bend, 
Indiana  46624.  This  information  may  he 
examined  at  the  FAA,  Transport 
Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington. 

FOR  FURTHER  INFORMATION  CONTACT: 
David  Herron,  Aerospace  Engineer, 
Systems  and  Equipment  Branch,  ANM- 
130S,  FAA,  Seattle  Aircraft  Certification 
Office,  1601  Lind  Avenue,  SW.,  Renton, 
Washington;  telephone  (206)  227-2672; 
fax  (206)  227-1181. 

SUPPLEMENTARY  INFORMATION: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Communications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  be  changed  in  light 
of  the  comments  received. 
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Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environmental,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 
interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  “Comments  to 
Docket  Number  96-NM-152-AD.”  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
96-NM-152-AD,  1601  Lind  Avenue, 
SW.,  Renton,  Washington  98055-4056. 

Discussion 

In  October  1994,  the  FAA  organized  a 
team  to  conduct  a  Critical  Design 
Review  (CDR)  of  the  flight  control 
systems  installed  on  Boeing  Model  737 
series  airplanes  in  an  efibrt  to  confirm 
the  continued  operational  safety  of  these 
airplanes.  The  formation  of  the  CDR 
team  was  prompted  by  questions  that 
arose  following  an  accident  involving  a 
Model  737-200  series  airplane  that 
occurred  near  Colorado  Springs, 
Colorado,  and  one  involving  a  Model 
737-300  series  airplane  that  occurred 
near  Pittsburgh,  Pennsylvania.  The  CDR 
team’s  analysis  of  the  flight  control 
systems  was  performed  independent  of 
the  investigations  of  these  accidents, 
which  are  conducted  by  the  National 
Transportation  Safety  Board  (NTSB). 

The  cause  of  the  accidents  has  not  yet 
been  determined. 

The  CDR  team  was  composed  of 
representatives  from  the  FAA,  the 
NTSB,  other  U.S.  government 
organizations,  and  foreign  airworthiness 
authorities.  The  team  reviewed  the 
service  history  and  the  design  of  the 
flight  control  systems  of  Model  737 
series  airplanes.  The  team  completed  its 
review  in  May  1995.  The 
recommendations  of  the  team  include 
various  changes  to  the  design  of  the 
flight  control  systems  of  these  airplanes, 
as  well  as  correction  of  certain  design 
deficiencies.  This  proposed  AD  is  one  of 
nine  rulemaking  actions  being  issued  by 
the  FAA  to  address  the 
recommendations  of  the  CDR  team. 


Reports  Received  by  FAA 

The  FAA  received  a  report  indicating 
that  failiue  of  the  wheel  flanges  can 
result  in  metallic  debris  impacting  the 
hydraulics  systems  and  other  critical 
elements  associated  with  control  of  the 
airplane  that  are  within  the  proximity  of 
the  wheel.  Such  impact  can  result  in 
failure  of  the  hydraulics  systems, 
jammed  flight  controls,  loss  of  electrical 
power,  or  other  combinations  of 
failures.  These  conditions,  if  not 
corrected,  could  result  in  reduced 
controllability  of  the  airplane. 

Explanation  of  Relevant  Service 
Information 

The  FAA  has  reviewed  and  approved 
Bendix  Service  Information  Letter  (SIL) 
392,  Revision  1,  dated  November  15, 
1979,  which  describes  procedures  for 
replacement  of  any  outboard  wheel  half 
having  serial  number  (S/N)  H-999  and 
lower  with  an  outboard  wheel  half 
having  part  niunber  (P/N)  2607047;  and 
replacement  of  any  inboard  wheel  half 
having  S/N  H-1799  and  lower  with  a 
wheel  half  having  P/N  2607046.  These 
replacements  must  be  accomplished  on 
airplanes  equipped  with  a  Bendix  main 
MHheel  assembly  having  part  munber  (P/ 
N)  2601571-1,  S/N  B-5999  and  lower. 
The  improved  wheel  halves  incorporate 
additional  material  that  will  ensure 
greater  tolerance  for  corrosion  and 
handling  damage  of  the  wheel. 

The  FAA  also  has  reviewed  and 
approved  Allied  Signal  Service  Bulletin 
No.  737-32-026,  dated  April  26, 1988, 
including  Attachments  1  and  2.  The 
service  bulletin  describes  procedrnes  for 
cleaning  any  outboard  wheel  half 
having  P/N  2601454,  S/N  HOOOl 
through  H1049  inclusive,  and  any 
inboard  wheel  half  having  P/N  2601567, 
S/N  HOOOl  through  Hi 799  inclusive; 
inspecting  the  wheel  halves  for 
corrosion  or  missing  paint  in  large  areas, 
stripping  or  removing  any  paint,  and 
removing  any  corrosion;  and  performing 
an  eddy  current  inspection  for  cracks. 
These  actions  must  be  accomplished  on 
airplanes  equipped  with  a  Bendix  main 
wheel  assembly  having  P/N  2601571,  S/ 
N  BOOOl  through  B5999  inclusive. 

Explanation  of  Requirements  of 
Proposed  Rule 

Since  an  imsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  s€une 
type  design,  the  proposed  AD  would 
require  replacement  of  certain  outboard 
and  inboard  wheel  halves  with 
improved  wheel  halves.  The  proposed 
AD  also  would  require  cleaning  and  . 
inspecting  certain  outboard  and  inboard 
wheel  halves  for  corrosion,  missing 
paint  in  lnr<je  areas,  and  cracks;  and 


repair  or  replacement  of  the  wheel 
halves  with  serviceable  wheel  halves,  if 
necessary.  Replacement  of  inboard  and 
outboard  wheel  halves  would  be 
required  to  be  accomplished  in 
accordance  with  the  SIL  described 
previously.  The  cleaning  and  inspection 
would  be  required  to  be  accomplished 
in  accordance  with  the  service  bulletin 
described  previously. 

Explanation  of  Proposed  Compliance 
Time 

In  developing  an  appropriate 
compliance  time  for  the  proposed 
actions,  the  FAA’s  intent  is  that  it  be 
performed  during  a  regularly  scheduled 
maintenance  visit  for  ^e  majority  of  the 
affected  fleet,  when  the  airplanes  would 
be  located  at  a  base  where  special 
equipment  and  trained  personnel  would 
be  readily  available,  if  necessary.  In 
addition,  the  FAA  considered  the 
availability  of  necessary  parts.  The  FAA 
finds  that  180  days  corresponds  closely 
to  the  interval  representative  of  most  of 
the  affected  operators’  normal 
maintenance  schedules.  The  FAA 
considers  that  this  interval  will  provide 
an  acceptable  level  of  safety. 

Cost  Impact 

There  are  approximately  634  Model 
737-100  and  -200  series  airplanes  of  the 
affected  design  in  the  worldwide  fleet. 
The  FAA  estimates  that  241  airplanes  of 
U.S.  registry  would  be  affected  by  this 
pr^osed 

Ine  FAA  estimates  that  it  would  take 
approximately  4  work  hours  per 
airplane  to  accomplish  the  proposed 
replacement  of  wheel  halves,  and  that 
the  average  labor  raite  is  $60  per  work 
hoiur.  Required  parts  would  cost 
approximately  $20,212  per  airplane. 
Based  on  these  figures,  the  cost  impact 
of  the  proposed  replacement  on  U.S. 
operators  is  estimated  to  be  $4,928,932, 
or  $20,452  per  airplane. 

The  FAA  also  estimates  that  it  would 
take  approximately  2  work  hours  per 
airplane  to  accomplish  the  proposed 
cleaning  and  inspection,  and  that  the 
average  labor  rate  is  $60  per  work  hour. 
Based  on  these  figures,  the  cost  impact 
of  the  proposed  cleaning  and  inspection 
on  U.S.  operators  is  estimated  to  be 
$28,920,  or  $120  per  airplane. 

The  cost  impact  figures  discussed 
above  are  based  on  assumptions  that  no 
operator  has  yet  accomplished  any  of 
the  proposed  requirements  of  this  AD 
action,  and  that  no  operator  would 
accomplish  those  actions  in  the  future  if 
this  AD  were  not  adopted. 

The  FAA  recognizes  that  tlie 
obligation  to  maintain  aircraft  in  an 
airworthy  condition  is  vital,  but 
sometimes  expensive.  Because  AD’s 
require  specific  actions  to  address 
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specific  unsafe  conditions,  they  appear 
to  impose  costs  that  would  not 
otherwise  he  home  by  operators. 
However,  because  of  the  general 
obligation  of  operators  to  maintain 
aircraft  in  an  airworthy  condition,  this 
appearance  is  deceptive.  Attributing 
those  costs  solely  to  the  issuance  of  this 
AD  is  unrealistic  because,  in  the  interest 
of  maintaining  safe  aircraft,  pmdent 
operators  would  accomplish  the 
required  actions  even  if  they  were  not 
required  to  do  so  by  the  AD. 

A  full  cost-benefit  analysis  has  not 
been  accomplished  for  this  proposed 
AD.  As  a  matter  of  law,  in  order  to  be 
airworthy,  an  aircraft  must  conform  to 
its  tjrpe  design  and  be  in  a  condition  for 
safe  operation.  The  type  design  is 
approved  only  after  die  FAA  makes  a 
determination  that  it  complies  with  all 
applicable  airworthiness  requirements. 
In  adopting  and  maintaining  those 
requirements,  the  FAA  has  already 
made  the  determination  that  they 
establish  a  level  of  safety  that  is  cost- 
beneficial.  When  the  FAA,  as  in  this 
proposed  AD,  makes  a  finding  of  an 
unsafe  condition,  this  means  that  the 
original  cost-beneficial  level  of  safety  is 
no  longer  being  achieved  and  that  the 
proposed  actions  are  necessary  to 
restore  that  level  of  safety.  Because  this 
level  of  safety  has  already  been 
determined  to  be  cost-beneficial,  a  full 
cost-benefit  analysis  for  this  proposed 
AD  would  be  redundant  and 
unnecessary. 

Regulatory  Impact 

The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
preparation  of  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule”  under  the  DOT 
Regulatory  Policies  and  Procedures  (44 
FR  11034,  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  is  contained  in  the  Rules  Docket. 
A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at  the 


location  provided  under  the  caption 
“ADDRESSES.” 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pursuant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  part 
39  of  the  Federal  Aviation  Regulations 
(14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113, 44701. 

§39.13  [Amended] 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Boeing:  Docket  96-NM-l  52-AD. 

Applicability:  All  Model  737-100  and  -200 
series  airplanes,  certificated  in  any  category. 

Note  1:  This  AD  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  whether  it  has  been 
otherwise  modified,  altered,  or  repaired  in 
the  area  subject  to  the  requirements  of  this 
AD.  For  airplanes  that  have  been  modified, 
altered,  or  repaired  so  that  the  performance 
of  the  requirements  of  this  AD  is  affected,  the 
owner/operator  must  request  approval  for  an 
alternative  method  of  compliance  in 
accordance  with  paragraph  (d)  of  this  AD. 

The  request  should  include  an  assessment  of 
the  effect  of  the  modification,  alteration,  or' 
repair  on  the  unsafe  condition  addressed  by 
this  AD;  and,  if  the  unsafe  condition  has  not 
been  eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  failure  of  the  wheel  flanges, 
which  could  result  in  foilure  of  the 
hydraulics  systems,  jammed  flight  controls, 
loss  of  electrical  power,  or  other 
combinations  of  failures;  and  consequent 
reduced  controllability  of  the  airplane, 
accomplish  the  following: 

(a)  For  airplanes  equipped  with  a  Bendix 
main  wheel  assembly  having  part  number  (P/ 
N)  2601571-1,  serial  munber  (S/N)  B-5999  or 
lower:  Within  180  days  after  the  effective 
date  of  this  AD,  accomplish  the  actions 
specified  in  paragraphs  (a)(1)  and  (a)(2)  of 
this  AD,  in  accordance  with  Bendix  Service 
Information  Letter  (SIL)  392,  Revision  1, 
dated  November  15. 1979. 

(1)  Remove  any  outboard  wheel  half  having 
S/N  H-999  or  lower,  and  replace  it  with  an 
outboard  wheel  half  having  P/N  2607047; 
and 

(2)  Remove  any  inboard  wheel  half  having 
S/N  H-1799  or  lower,  and  replace  it  with  a 
wheel  half  having  P/N  2607046. 

(b)  For  airplanes  equipped  with  a  Bendix 
main  wheel  assembly  having  P/N  2601571, 
S/N  BOOOl  through  B5999  inclusive, 
accomplish  the  following: 


(1)  Within  180  days  after  the  effective  date 
of  this  AD,  and  thereafter  at  each  tire  change, 
accomplish  the  actions  specified  in 
paragraphs  (b)(l)(i),  (b)(l](ii),  and  (b)(l)(iii)  of 
this  AD,  in  accordance  with  the 
Accomplishment  Instructions  of  Allied 
Signal  Service  Bulletin  No.  737-32-026, 
dated  April  26, 1988,  including  Attachments 
1  and  2. 

(1)  Clean  any  outboard  wheel  half  having 
P/N  2601454,  S/N  HOOOl  through  H1049 
inclusive,  and  any  inboard  wheel  half  having 
P/N  2601567,  S/N  HOOOl  through  H1799 
inclusive;  and 

(ii)  Inspect  the  wheel  halves  for  corrosion 
or  missing  paint  in  large  areas,  strip  or 
remove  any  paint,  and  remove  any  corrosion; 
and 

(iii)  Perform  an  eddy  current  inspection  to 
detect  cracks. 

(2)  If  any  cracking  is  found  during  the 
inspections  required  by  this  paragraph,  prior 
to  forther  flight,  repair  or  replace  the  wheel 
halves  with  serviceable  wheel  halves  in 
accordance  with  procedures  specified  in  the 
Component  Maintenance  Manual. 

(c)  As  of  the  efiective  date  of  this  AD,  no 
person  shall  install  an  outboard  wheel  half 
having  S/N  H-999  or  lower,  or  an  inboard 
wheel  half  having  S/N  H-1799  or  lower,  on 
a  main  wheel  assembly  having  P/N  2601571, 
S/N  BOOOl  through  B5999  inclusive,  on  any 
airplane. 

(d)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Seattle 
Aircraft  Certification  Office  (ACO),  FAA, 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Seattle  ACO. 

Note  2:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Seattle  ACO. 

(e)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  CFR 
21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  be  accomplished. 

Issued  in  Renton,  Washington,  on  August 
21, 1996. 

Ronald  T.  Wojnar, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

(FR  Doc.  96-21884  Filed  8-23-96;  9:03  am) 
BILLING  CODE  4910-13-0 
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SUMMARY:  This  document  proposes  the 
adoption  of  a  new  airworthiness 
directive  (AD)  that  is  applicable  to 
certain  Boeing  Model  737  series 
airplanes.  This  proposal  would  require 
modification  of  the  aileron  center  spring 
and  trim  mechanism.  This  proposal  is 
prompted  by  a  review  of  the  design  of 
the  flight  control  systems  on  Model  737 
series  airplanes.  The  actions  specified 
by  the  proposed  AD  are  intended  to 
prevent  jamming  of  the  aileron  control 
system  during  flight  due  to  fractming  of 
the  springs  in  the  aileron  centering 
units;  this  condition,  if  not  corrected, 
could  result  in  reduced  lateral  control  of 
the  airplane. 

DATES;  Comments  must  be  received  by 
October  24, 1996. 

ADDRESSES:  Submit  comments  in 
triplicate  to  the  Federal  Aviation 
Administration  (FAA),  Transport 
Airplane  Directorate,  ANM-103, 
Attention:  Rules  Docket  No.  96-NM- 
153-AD,  1601  Lind  Avenue,  SW., 
Renton,  Washin^on  98055-4056. 
Comments  may  be  inspected  at  this 
location  between  9:00  a.m.  and  3:00 
p.m.,  Monday  through  Friday,  except 
Federal  holidays. 

The  service  information  referenced  in 
the  proposed  rule  may  be  obtained  h'om 
Boeing  Commercial  Ahplane  Group, 

P.O.  Box  3707,  Seattle,  Washington 
98124-2207.  This  information  may  be 
examined  at  the  FAA,  Transport 
Airplane  Directorate,  1601  Lind 
Avenue,  SW.,  Renton,  Washington. 

FOR  FURTHER  INFORMATION  CONTACT:  Don 
Kurle,  Senior  Engineer,  Systems  and 
Equipment  Bran^,  ANM-130S,  FAA, 
Seattle  Aircraft  Certification  Office, 

1601  Lind  Avenue,  SW.,  Renton, 
Washington;  telephone  (206)  227-2798; 
fax  (206)  227-1181. 

SUPPLEMENTARY  information: 

Comments  Invited 

Interested  persons  are  invited  to 
participate  in  the  making  of  the 
proposed  rule  by  submitting  such 
written  data,  views,  or  arguments  as 
they  may  desire.  Communications  shall 
identify  the  Rules  Docket  number  and 
be  submitted  in  triplicate  to  the  address 
specified  above.  All  communications 
received  on  or  before  the  closing  date 
for  comments,  specified  above,  will  be 
considered  before  taking  action  on  the 
proposed  rule.  The  proposals  contained 
in  this  notice  may  be  changed  in  light 
of  the  comments  received. 

Comments  are  specifically  invited  on 
the  overall  regulatory,  economic, 
environment^,  and  energy  aspects  of 
the  proposed  rule.  All  comments 
submitted  will  be  available,  both  before 
and  after  the  closing  date  for  comments, 
in  the  Rules  Docket  for  examination  by 


interested  persons.  A  report 
summarizing  each  FAA-public  contact 
concerned  with  the  substance  of  this 
proposal  will  be  filed  in  the  Rules 
Docket. 

Commenters  wishing  the  FAA  to 
acknowledge  receipt  of  their  comments 
submitted  in  response  to  this  notice 
must  submit  a  self-addressed,  stamped 
postcard  on  which  the  following 
statement  is  made:  “Comments  to 
Ekicket  Number  96-NM-153-AD.”  The 
postcard  will  be  date  stamped  and 
returned  to  the  commenter. 

Availability  of  NPRMs 

Any  person  may  obtain  a  copy  of  this 
NPRM  by  submitting  a  request  to  the 
FAA,  Transport  Airplane  Directorate, 
ANM-103,  Attention:  Rules  Docket  No. 
96-NM-153-AD,  1601  Lind  Avenue, 
SW.,  Renton,  Washington  98055-4056. 

Discussion 

In  October  1994,  the  FAA  organized  a 
team  to  conduct  a  Critical  Design 
Review  (CDR)  of  the  flight  control 
systems  installed  on  Boeing  Model  737 
series  airplanes  in  an  effort  to  confirm 
the  continued  operational  safety  of  these 
airplanes.  The  formation  of  the  CDR 
team  was  prompted  by  questions  that 
arose  following  an  accident  involving  a 
Model  737-200  series  airplane  that 
occurred  near  Colorado  Springs, 
Colorado,  and  one  involving  a  Model 
737-300  series  airplane  that  occurred 
near  Pittsburgh,  Pennsylvania.  The  CDR 
team’s  analysis  of  the  flight  control 
systems  was  performed  independent  of 
the  investigations  of  these  accidents, 
which  are  conducted  by  the  National 
Transportation  Safety  Board  (NTSB). 

The  cause  of  the  accidents  has  not  yet 
been  determined. 

The  CDR  team  was  composed  of 
representatives  from  the  FAA,  the 
NTSB,  other  U.3,  government 
organizations,  and  foreign  airworthiness 
authorities.  The  team  reviewed  the 
service  history  and  the  design  of  the 
flight  control  systems  of  Model  737 
series  airplanes.  The  team  completed  its 
review  in  May  1995.  The 
recommendations  of  the  team  include 
various  changes  to  the  design  of  the 
flight  control  systems  of  these  airplanes, 
as  well  as  correction  of  certain  design 
deficiencies.  This  proposed  AD  is  one  of 
nine  rulemaking  actions  being  issued  by 
the  FAA  to  address  the 
recommendations  of  the  CDR  team. 

Reports  Received  by  FAA 

The  FAA  received  numerous  reports 
indicating  that  fractured  springs  were 
found  in  the  aileron  centering  units  on 
Model  737  series  airplanes.  The  cause  of 
the  fracturing  has  been  attributed  to 
fatigue  cracking.  A  fractured  spring  can 


result  in  degraded  aileron  feel  at  the 
control  wheel.  Two  of  these  reports 
indicated  that  a  fractured  spring  became 
lodged  in  a  centering  cam  weight 
reduction  hole  when  the  control  wheel 
was  turned  beyond  40  degrees.  This 
condition,  if  not  corrected,  could  result 
in  jamming  of  the  aileron  control 
system;  jamming  of  the  aileron  control 
system  during  flight  could  result  in 
reduced  lateral  control  of  the  airplane. 

Explanation  of  Relevant  Service 
Information 

The  FAA  has  reviewed  and  approved 
Boeing  Service  Bulletin  737-27-1155, 
dated  October  26, 1989;  as  revised  by 
Notices  of  Status  Change  No.  737-27- 
1155NSC1,  dated  January  25, 1990,  No. 
737-27-1 155NSC2,  dated  February  15, 
1990,  and  No.  737-27-1155NSC3,  dated 
May  17, 1990;  which  describe 
procedures  for  modification  of  the 
aileron  center  spring  and  trim 
mechanism.  The  modification  involves 
the  following: 

— for  Groups  1  and  2  airplanes, 
replacing  the  aileron  centering  springs 
with  improved  springs  that  are 
corrosion  resistant  and  more  durable; 
— for  Groups  1  and  2  airplanes,  plugging 
a  weight  reduction  hole  in  the  feel 
cam  to  prevent  foreign  materials  from 
lodging  in  the  mechanism;  and 
— for  Group  1  airplanes  only,  replacing 
the  eyebolts  of  the  centering  spring 
attachment  with  new  eyebolts  that 
have  extended  arms  to  prevent  a 
finctured  centering  spring  from 
lodging  in  or  behind  the  feel  cam. 
Accomplishment  of  these  actions  will 
improve  the  reliability  of  the  aileron 
centering  spring  and  trim  mechanism. 

Explanation  of  Requirements  of 
Proposed  Rule 

Since  an  unsafe  condition  has  been 
identified  that  is  likely  to  exist  or 
develop  on  other  products  of  this  same 
type  design,  the  proposed  AD  would 
require  modification  of  the  aileron 
center  spring  and  trim  mechanism.  The 
actions  would  be  required  to  be 
accomplished  in  accordance  with  the 
service  bulletin  and  Notice  of  Status 
Change  described  previously. 

Explanation  of  Proposed  Compliance 
Time 

In  developing  an  appropriate 
compliance  time  for  the  proposed 
modification,  the  FAA’s  intent  is  that  it 
be  performed  during  a  regularly 
scheduled  maintenance  visit  for  the 
majority  of  the  affected  fleet,  when  the 
airplanes  would  be  located  at  a  base 
where  special  equipment  and  trained 
personnel  would  be  readily  available,  if 
necessary.  In  addition,  the  FAA 
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considered  the  availability  of  necessary 
parts.  The  FAA  finds  that  18  months 
corresponds  closely  to  the  interval 
representative  of  most  of  the  afi^ected 
operators’  normal  maintenance 
schedules.  The  FAA  considers  that  this 
interval  will  provide  an  acceptable  level 
of  safety. 

Cost  Impact 

There  are  approximately  1,631  Model 
737  series  airplanes  of  the  affected 
design  in  the  worldwide  fleet.  The  FAA 
estimates  that  830  airplanes  of  U.S. 
registry  would  be  affected  by  this 
proposed  AD. 

Tne  FAA  estimates  that  485  Group  1 
airplanes  would  be  affected  by  this 
proposed  AD.  For  Group  1  airplanes,  the 
FAA  estimates  that  it  would  take 
approximately  2  work  hours  per 
airplane  to  accomplish  the  proposed 
actions,  and  that  the  average  labor  rate 
is  $60  per  work  hour.  Required  parts 
would  cost  approximately  $707  per 
airplane.  Based  on  these  figures,  the  cost 
impact  of  the  proposed  AD  on  U.S. 
operators  of  Group  1  airplanes  is 
estimated  to  be  $401,095,  or  $827  per 
ai^lane. 

The  FAA  estimates  that  345  Group  2 
airplanes  would  be  affected  by  this 
proposed  AD.  For  Group  2  airplanes,  the 
FAA  estimates  that  it  would  t^e 
approximately  2  work  hours  per 
airplane  to  accomplish  the  proposed 
actions,  and  that  the  average  labor  rate 
is  $60  per  work  hour.  Required  parts 
would  cost  approximately  $224  per 
airplane.  Based  on  these  figures,  the  cost 
impact  of  the  proposed  AD  on  U.S. 
operators  of  Group  2  airplanes  is 
estimated  to  be  $118,680,  or  $344  per 
airolane. 

The  cost  impact  figures  discussed 
above  are  based  on  assumptions  that  no 
operator  has  yet  accomplished  any  of 
the  proposed  requirements  of  this  AD 
action,  and  that  no  operator  would 
accomplish  those  actions  in  the  future  if 
this  AD  were  not  adopted. 

Regulatory  Impact 


The  regulations  proposed  herein 
would  not  have  substantial  direct  effects 
on  the  States,  on  the  relationship 
between  the  national  government  and 
the  States,  or  on  the  distribution  of 
power  and  responsibilities  among  the 
various  levels  of  government.  Therefore, 
in  accordance  with  Executive  Order 
12612,  it  is  determined  that  this 
proposal  would  not  have  sufficient 
federalism  implications  to  warrant  the 
pr^aration  of  a  Federalism  Assessment. 

For  the  reasons  discussed  above,  I 
certify  that  this  proposed  regulation  (1) 
is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866;  (2)  is  not 
a  “significant  rule”  under  the  DOT 


Regulatory  Policies  and  Procedures  (44 
FR  11034,  February  26, 1979);  and  (3)  if 
promulgated,  will  not  have  a  significant 
economic  impact,  positive  or  negative, 
on  a  substantial  number  of  small  entities 
under  the  criteria  of  the  Regulatory 
Flexibility  Act.  A  copy  of  the  draft 
regulatory  evaluation  prepared  for  this 
action  is  contained  in  the  Rules  Docket. 
A  copy  of  it  may  be  obtained  by 
contacting  the  Rules  Docket  at  the 
location  provided  under  the  caption 
‘“ADDRESSES.” 

List  of  Subjects  in  14  CFR  Part  39 

Air  transportation.  Aircraft,  Aviation 
safety.  Safety. 

The  Proposed  Amendment 

Accordingly,  pm^uant  to  the 
authority  delegated  to  me  by  the 
Administrator,  the  Federal  Aviation 
Administration  proposes  to  amend  part 
39  of  the  Federal  Aviation  Regulations 
(14  CFR  part  39)  as  follows: 

PART  39— AIRWORTHINESS 
DIRECTIVES 

1.  The  authority  citation  for  part  39 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  106(g),  40113,  44701. 

§39.13  [Amended] 

2.  Section  39.13  is  amended  by 
adding  the  following  new  airworthiness 
directive: 

Boeing:  Docket  96-NM-153-AD. 

Applicability:  Model  737  series  airplanes; 
as  listed  in  Boeing  Service  Bulletin  737-27- 
1155,  dated  October  26, 1989;  as  revised  by 
Notices  of  Status  Change  No.  737-27- 
1155NSC1,  dated  January  25, 1990,  No.  737- 
27-1155NSC2,  dated  February  15, 1990,  and 
No.  737-27-1155NSC3,  dated  May  17, 1990; 
certificated  in  any  category. 

Note  1:  This  AO  applies  to  each  airplane 
identified  in  the  preceding  applicability 
provision,  regardless  of  whether  it  has  been 
otherwise  modified,  altered,  or  repaired  in 
the  area  subject  to  the  requirements  of  this 
AD.  For  airplanes  that  have  been  modified, 
altered,  or  repaired  so  that  the  performance 
of  the  requirements  of  this  AD  is  affected,  the 
owner/operator  must  request  approval  for  an 
alternative  method  of  compliance  in 
accordance  with  paragraph  (c)  of  this  AD. 

The  request  should  include  an  assessment  of 
the  effect  of  the  modification,  alteration,  or 
repair  on  the  unsafe  condition  addressed  by 
this  AD;  and,  if  the  unsafe  condition  has  not 
been  eliminated,  the  request  should  include 
specific  proposed  actions  to  address  it. 

Compliance:  Required  as  indicated,  unless 
accomplished  previously. 

To  prevent  jamming  of  the  aileron  control 
system  during  flight,  which  could  result  in 
reduced  lateral  control  of  the  airplane, 
accomplish  the  following: 

(a)  VVithin  18  months  after  the  effective 
date  of  this  AD,  accomplish  the  requirements 
of  paragraphs  (a)(1),  (a)(2),  and  (a)(3)  of  this 
AD,  as  applicable,  in  accordance  with  Boeing 
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Service  Bulletin  737-27-1155,  dated  October 
26, 1989;  as  revised  by  Notice  of  Status 
Change  No.  737-27-1155NSC1,  dated 
January  25, 1990,  and  Notice  of  Status 
Change  No.  737-27-1156NSC2,  dated 
February  15, 1990,  and  Notice  ^  Status 
Change  No.  737-27-1155NSC3,  dated  May 
17, 1990. 

(1)  For  Groups  1  and  2  airplanes:  Replace 
the  aileron  centering  springs,  part  number  (P/ 
N)  69-39429-2,  with  improved  springs,  P/N 
69-39429-3,  in  accordance  with  the  service 
bulletin  and  Notices  of  Status  Change. 

(2)  For  Groups  1  and  2  airplanes:  Install  a 
two-piece  plug,  P/N  69-78072-1,  in  the 
weight  reduction  hole  in  the  feel  cam  in 
accordance  with  the  service  bulletin  and 
Notices  of  Status  Change. 

(3)  For  Group  1  airplanes:  Replace  the  two 
eyebolts,  P/N  69-39423-1,  of  the  aileron 
centering  sprin]^  attachment  with  new 
eyebolts,  PM  69-74646-1,  in  accordance 
with  the  service  bulletin  and  Notices  of 
Status  Change. 

(b)  As  of  the  effective  date  of  this  AD,  no 
person  shall  install  the  items  specified  in 
paragraphs  (bid)  and  (b)(2)  of  this  AD  on  any 
airplane,  as  specified: 

(1)  For  Groups  1  and  2  airplanes:  Aileron 
centering  springs  having  P/N  69-39429-2 
shall  not  be  installed. 

(2)  For  Group  1  airplanes:  Eyebolts,  P/N 
69-39423-1,  of  the  aileron  centering  spring 
attachment  shall  not  be  installed. 

(c)  An  alternative  method  of  compliance  or 
adjustment  of  the  compliance  time  that 
provides  an  acceptable  level  of  safety  may  be 
used  if  approved  by  the  Manager,  Seattle 
Aircraft  Certification  Office  (ACO),  FAA, 
Transport  Airplane  Directorate.  Operators 
shall  submit  their  requests  through  an 
appropriate  FAA  Principal  Maintenance 
Inspector,  who  may  add  comments  and  then 
send  it  to  the  Manager,  Seattle  ACO. 

Note  2:  Information  concerning  the 
existence  of  approved  alternative  methods  of 
compliance  with  this  AD,  if  any,  may  be 
obtained  from  the  Seattle  ACO. 

(d)  Special  flight  permits  may  be  issued  in 
accordance  with  sections  21.197  and  21.199 
of  the  Federal  Aviation  Regulations  (14  CFR 
21.197  and  21.199)  to  operate  the  airplane  to 
a  location  where  the  requirements  of  this  AD 
can  be  accomplished. 

Issued  in  Renton,  Washington,  on  August 
21, 1996. 

Ronald  T.  Wojnar, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

(FR  Doc.  96-21885  Filed  8-23-96;  9:03  am) 
BILUNG  CODE  4910-1»-U 


SECURITIES  AND  EXCHANGE 
COMMISSION 

17  CFR  Parts  232  and  240 

[Release  No.  34-37595;  File  No.  S7-21-96] 
RIN  3235-AGS9 

Lost  Securityholders 

AGENCY:  Securities  and  Exchange 
Commission. 
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ACTION:  Notice  of  Proposed  Rulemaking 
and  Request  for  (Comments. 

summary:  The  Securities  and  Exchange 
Commission  ("Commission”)  is 
publishing  for  comment  proposed  Rule 
17 Ad-1 7  and  proposed  Rule  17a-24 
which  are  design^  to  address  the 
problem  of  “lost  seciuityholders.”  Rule 
17 Ad-1 7  would  require  transfer  agents 
to  conduct  searches  in  an  effort  to  locate 
lost  securityholders.  Rule  17a-24  would 
allow  the  Commission  to  gather  data 
related  to  lost  securityholders  and  to 
provide  it  to  information  distributors  or 
others.  The  Commission  also  is  seeking 
conunents  on  the  extent  to  which 
further  regulatory  or  remedial  steps  are 
necessary,  including  whether  the 
Commission  should  operate  a  national 
database  for  lost  securityholders. 

DATES:  Comments  should  be  received  on 
or  before  October  28, 1996. 

ADDRESSES:  Interested  persons  should 
submit  three  copies  of  their  written 
data,  views,  and  opinions  to  Jonathan  G. 
Katz,  Secretary,  Securities  and  Exchange 
Commission,  450  Fifth  Street,  N.W., 
Washington  D.C.  20549.  Comments  also 
may  be  submitted  electronically  at  the 
following  E-mail  address:  rule- 
comments@sec.gov.  All  comment  letters 
should  refer  to  File  No.  S7-21— 96;  this 
file  munber  should  be  included  on  the 
subject  line  if  E-mail  is  used.  Comment 
letters  will  be  available  for  public 
inspection  and  copying  at  the 
Commission’s  public  reference  room, 

450  Fifth  St.,  N.W.,  Washin^on  D.C. 
20549.  Electronically  submitted 
conunent  letters  will  be  posted  on  the 
Commission’s  Internet  Web  site  (http:// 
www.sec.gov). 

FOR  FURTHER  INFORMATK)N  CONTACT:  Jerry 
W.  Carpenter,  Assistant  Director; 
Christine  Sibille,  Senior  Counsel;  or 
Michele  Bianco,  Attorney;  at  202/942- 
4187,  Office  of  Risk  Management  and 
Control,  Mail  Stop  5-1,  Division  of 
Market  Regulation.  Securities  and 
Exchange  Commission,  Washington, 

D.C.  20549. 

SUPPUEMENTARY  INFORMATION: 

I.  Introduction  and  Summary 

From  time  to  time,  issuers  lose 
contact  with  some  of  their 
securityholders  (“lost  securityholders”). 
Loss  of  contact  may  result  from  a  change 
in  the  securityholder’s  address  or  a 
transfer  of  beneficial  ownership  (e.g., 
through  inheritance).  As  a  result,  these 
securityholders  do  not  receive  principal, 
dividend,  or  interest  distributions  to 
which  they  are  entitled,  and  their 
property  is  at  risk  of  being  deemed 


abandoned  imder  state  escheat  laws.‘  At 
a  point  in  time  established  under  the 
applicable  escheat  law,  the  custodians 
of  these  assets  must  turn  them  over  to 
the  appropriate  state  imclaimed 
property  administrator.  In  some  states, 
that  can  occur  in  as  few  as  three  years 
after  the  custodian  loses  contact  with 
the  seciuityholder.3  Transfer  agents,  as 
the  primary  custodians  of  the  records 
that  deterc^e  the  ownership  of 
seciuities  and  the  entitlement  to 
corporate  distributions,  can  reduce 
significantly  the  number  of  lost 
securityholders  by  maintaining  accurate 
records  and  by  promptly  initiating 
corrective  measiues  when  records  no 
longer  reflect  the  current  status  of  a 
securityholder.3 

Some  transfer  agents  already  take 
meaningful  steps  to  prevent  the  loss  of 
contact  with  securityholders  and  to 
reestablish  contact  after  it  has  been  lost. 
However,  the  Commission  is  concerned 
that  some  transfer  agents  may  not  be 
making  sufficient  use  of  currently 
available  technolo^  to  locate 
secruityholders  wim  whom  contact  has 
been  lost. 

To  address  this  problem,  the 
Commission  is  seeking  comment  on 
several  proposals.  Proposed  Rule  17 Ad- 
17  would  require  that  transfer  agents 
take  certain  minimum  steps  to  locate  the 
correct  address  of  each  securityholder  in 
their  master  seciuityholder  files  as  well 
as  reqviire  them  to  take  such  additional 
steps  as  are  reasonable.  Transfer  agents 
would  be  required  at  a  minimum  to 
make  two  good  faith  attempts  to  locate 
lost  securityholders  before  turning 
assets  over  to  an  unclaimed  property 
administrator.  These  searches  would  be 
made  at  no  cost  to  the  securityholder. 


■  See  House  Committee  on  Small  Business,  103d 
Cong.,  2nd  Sess.,  Report  on  Business  Opportunities 
and  Technology  (1993);  Letter  from  Ricnard 
Breeden,  Chairman,  Commission,  to  Ron  Wyden, 
Chairman.  Committee  on  Small  Business,  U.S. 
House  of  Representatives  (February  22, 1993);  Letter 
from  Arthur  Levitt,  Chainnan,  CommiMion,  to  Ron 
Wyden,  Chainnan,  Committee  on  Small  Business, 
U.S.  House  of  Representatives  (October  29, 1993). 

^In  some  states,  an  investor’s  failure  to  vote  or  to 
communicate  with  the  issuer  during  a  period  of  five 
successive  years,  even  if  no  communication  from 
the  investor  has  been  required,  can  become  the 
basis  for  constructive  abudonment  See.  e.g..  Letter 
from  John  K.  Dalton,  Associate  Counsel,  State  of 
New  York  Office  of  the  State  Comptroller,  to  the 
Division  of  Market  Regulation  ("Division") 
(December  12, 1994). 

^  Other  financial  institutions,  such  as  roistered 
broker-dealers,  also  may  maintain  records  of 
securities  ownership  on  behalf  of  customers  for 
which  they  hold  assets.  In  such  instances,  the 
transfer  agent  has  recorded  the  financial  institution 
as  the  owner  in  its  account  records,  and  the 
financial  Institution’s  customer  account  records 
will  identify  the  beneficial  owner  of  the  securities. 
The  Commission  understands  that  such  financial 
institutions  have  a  lower  incidence  of  lost 
securityholders.  Lettw  from  Judith  Poppalardo, 
Assistant  General  Counsel,  Purities  Industry 
Association  (‘‘SJA’’),  to  Division  (June  7, 1996). 


The  Ckimmission  believes  that  this 
requirement  should  help  reduce  the 
number  of  lost  securityholders  and  the 
escheatment  of  investor  assets. 

'The  Ckmunission  preliminarily  « 
believes  that  imposing  an  affirmative 
obligation  on  transfer  agents  to  search 
for  lost  securityholders  is  in  the  public 
interest  and  would  enhance  investor 
protection.  The  Commission  recognizes 
that  regulatory  obligations  impose 
financial  burdens  and  that  the  costs  of 
complying  with  proposed  Rule  17 Ad-1 7 
may  feffi  upon  transfer  agents  or 
indirectly  on  issuers.  In  proposing  ^ 
specific  requirements,  the  Commission 
has  attempted  to  minimize  compliance 
costs.  Also,  decreasing  the  number  of 
lost  securityholders  should  reduce  the 
costs  to  transfer  agents  and  issuers  of 
complying  with  state  escheat  laws. 

The  Commission  also  is  proposing 
Rule  17a-24  to  gather  data  related  to 
lost  securityholders  that  would  be 
available  to  information  distributors  and 
others.  Under  this  rule,  the  Commission 
would  require  entities  that  hold  assets 
for  investors,  such  as  transfer  agents  and 
broker-dealers,  to  file  electroni^ly 
with  the  Commission  certain  lost 
securityholder  information.  *1110 
Commission  would  make  such  data 
available  to  private  entities  which  could 
establish  information  services  that  could 
be  accessed  by  investors  to  determine  if 
they  have  been  reported  as  lost. 

As  discLissed  more  fully  below,  the 
Commission  is  also  soliciting  comment 
on  the  concept  of  a  national  database  of 
lost  securityholders  to  be  operated  by 
the  Commission  in  order  to  facilitate  the 
ability  of  lost  securityholders  to 
reestablish  contact  with  issuers  and 
transfer  agents. 

In  smnmary,  the  proposals  would: 

•  Establish  a  definition  of  lost 
securityholder. 

•  Require  transfer  agents  to  search  for 
lost  securityholders  at  no  cost  to  the 
securityholders  using  at  least  one 
information  database. 

•  Require  certain  entities  that  hold 
assets  for  securityholders  to  file  with  the 
Commission  certain  information 
pertaining  to  lost  securityholders. 

•  Solicit  comment  on  the 
establishment  of  a  national  lost 
securityholder  database  to  be 
maintained  by  the  Commission. 

n.  Transfer  Agent  Responsibilities  to 
Maintain  Accurate  Records  and  to 
Locate  Lost  Securityholders 

A.  Maintenance  of  Master 
Securityholder  Files 

Rule  17Ad-10  under  the  Securities 
Excdiange  Act  of  1934  (“Exchange 
Act”)  *  requires  every  recordkeeping 


«17C3Tt240.17Ad-10. 
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transfer  agent  ^  to  maintain  and  keep 
current  an  accurate  master 
securityholder  flle^  that  contains  the 
minimum  appropriate  “certificate 
detail”  for  all  securities  transferred, 
purchased,  redeemed,  or  issued  and  to 
which  the  transfer  agent  must  post 
debits  and  credits.  Certificate  detail  is 
defined  by  Rule  17Ad-9(a)  to  include 
information  such  as  the  securityholder’s 
registration  (including  name),  address  of 
the  securityholder,  the  size  of  the 
position,  and  other  information  used  to 
identify  the  securities  and  the 
securityholder.’ 

The  Commission  believes  that  an 
accurate  master  securityholder  file  is 
one  of  the  most  basic  steps  in 
addressing  the  lost  securityholder 
problem.  Therefore,  the  Commission 
believes  tliat  recording  of  patently 
inadequate  or  inaccurate  certificate 
detail  to  the  master  securityholder  files 
is  inconsistent  with  Rule  17Ad-10.  For 
example,  recording  an  address  of  “New 
York,  New  York”  without  a  street 
address  will  almost  certainly  result  in 
the  return  by  the  U.S.  Postal  Service  as 
undeliverable  of  all  correspondence  sent 
to  such  address.  Thus,  in  most  cases  a 
transfer  agent  should  not  post  to  the 
master  securityholder  files  items  it 
receives  for  transfer  that  contain  a 
patently  incorrect  address  or  items  that 
do  not  contain  a  complete  address  ^  and 
should  return  such  transfer  request  to 
the  presenter  without  effecting  the 
transfer.^ 


’  17  CFR  240.17Ad-9(h)  defines  recordkeeping 
transfer  agent  as  the  registered  transfer  agent  that 
maintains  and  updates  the  master  securityholder 
Hie. 

*17  CFR  240.17Ad-10(b)  requires  every 
recordkeeping  transfer  agent  to  maintain  and  keep 
current  an  accurate  master  securityholder  Hie  and 
subsidiary  Hies.  If  there  is  a  record  difference,  the 
master  securityholder  Hie  and  subsidiary  Hies  must 
accurately  represent  all  relevant  debits  and  credits 
until  the  record  difference  is  resolved.  The 
recordkeeping  transfer  agent  must  exercise  diligent 
and  continuous  attention  to  resolve  all  record 
differences.  See  also  17  CFR  240.l7Ad-9(bl. 

’  17  CFR  240.17Ad-9(a). 

‘Transfer  agents  should  use  their  experience  in 
their  reviews  for  adequacy  of  addresses  contained 
in  items  submitted  for  transfer.  For  example,  the 
absence  of  a  street  address  in  some  rural  areas  and 
small  towns  may  not  render  an  address  incomplete 
or  inadequate.  Accordingly,  posting  such  certiHcate 
detail  may  not  violate  Rule  l7Ad-10. 

’The  Commission  understands  that  there  are 
situations  where  rejecting  a  transfer  request  because 
of  an  incomplete  address  may  result  in  financial 
harm  to  the  investor  [c.g.,  when  a  transfer  request 
is  received  near  or  on  a  record  date  or  in  connection 
with  a  tender  or  an  exchange  offer).  Letter  from 
Michael  Foley,  President,  The  Securities  Transfer 
Association  ("STA”),  to  the  Division  (May  26, 

1994).  In  such  situations,  the  Commission  believer- 
that  a  tran.sfer  agent  should  have  the  flexibility  to 
follow  the  general  practice  of  accepting  the  transfer 
request  and  using  the  address  of  the  presenting 
financial  intermediar}’  in  care  of  the  securityholder 
before  seeking  an  accurate  address. 


B.  Current  Transfer  Agent  Practices 
Regarding  Lost  Securityholders 

Currently,  most  transfer  agents  rely  on 
the  standards  contained  in  Rule  14a- 
3(e)(2)  under  the  Exchange  Act  to 
determine  when  to  code  as  “lost”  the 
accounts  of  securityholders  whose 
correspondence  has  been  returned  as 
“undeliverable”  because  of  an  incorrect 
or  insufficient  address.*®  That  rule 
provides  that  unless  otherwise  required 
by  state  law,  the  obligation  to  mail  an 
annual  report  or  proxy  statement  to  a 
securityholder  is  suspended  if  (1)  an 
annual  repiort  and  a  proxy  statement  for 
two  consecutive  annual  meetings,  or  (2) 
all  payments  of  dividends  or  interest  on 
securities  sent  by  first  class  mail  (of 
which  there  has  been  at  least  two 
payments)  diuring  a  twelve  month 
period  which  have  been  mailed  to  such 
securityholder’s  address  have  been 
returned  as  undeliverable. 

Generally,  the  first  time  a  distribution 
check  is  returned  as  undeliverable,  a 
transfer  agent  will  place  the  returned 
check  in  another  specially  marked  (e.g., 
color-coded)  envelope  and  will  remail 
the  distribution  check  to  the  registered 
owner  at  the  same  address  (“remailing 
procedmre”).**  If  the  remailing  is 
retiuned,  the  issuer  or  the  transfer  agent 
will  hold  the  check  until  the  next 
distribution  payment.  This  remailing 
procedure  may  be  repeated  if  the  next 
distribution  payment  or  other  issuer 
correspondence  is  returned  as 
undeliverable.  If  two  consecutive 
distribution  payment  mailings  are 
rettumed  as  undeliverable,  the  transfer 
agent  will  code  the  securityholder’s 
account  as  undeliverable  (i.e.,  the 
securityholder  is  “lost”)  and  will  hold 
any  further  distributions  and 
communications  to  the  securityholder. 
Some  transfer  agents  also  conduct  a 
mass  mailing  at  the  end  of  each  year  to 
all  securityholders  whose  accounts  they 
deem  to  be  undeliverable. 

After  two  consecutive  mailings  are 
returned  as  undeliverable,  some  transfer 
agents  conduct  searches  for  the 
securityholder  by  using  information 
databases.*’  In  addition  to  information 


'017  CFR  240.14a-3(e)(2). 

"Transfer  agents  use  tliis  second  mailing  tc  test 
the  possibility  that  the  Hrst  mailing  did  not  reach 
the  intended  recipient  because  of  an  error  by  the 
postal  service.  The  second  mailing  also  can  be  used 
to  generate  a  better  or  current  address  by  requesting 
an  address  correction  from  the  postal  service.  Letter 
from  Michael  Foley,  President,  STA.  to  the  Division 
(May  26, 1994).  Transfer  agents  have  estimated  the 
success  rate  for  this  remailing  from  less  than  10% 
to  50%.  See,  e.g..  Letters  from  Charles  Rossi,  Boston 
EquiServe,  to  the  Division  (February  26, 1996)  and 
from  Anthony  J.  Calcagni,  Harris  Trust  and  Savings 
Bank,  to  the  Division  (February  23, 1996). 

Many  transfer  agents  and  corporate  issuers  that 
conduct  the  transfer  functions  for  their  own 
securities  currently  use  vendor-maintained. 


databases,  transfer  agents  also  use 
various  other  methods  in  their  attempts 
to  obtain  the  current  addresses  of  lost 
securityholders.  *3  However,  not  all 
transfer  agents  take  such  actions  to 
search  for  lost  securityholders. 

C.  Proposed  Rule  17 Ad-17 
The  Commission  is  proposing  Rule 
17Ad-17  under  the  Exchange  Act  to 
require  transfer  agents  to  conduct 
searches  for  securityholders  once  the 
transfer  agents  have  determined  that  a 
securityholder  is  lost.  The  proposed  rule 
would  require  each  recordkeeping 
transfer  agent  to  exercise  reasonable 
care  to  locate  the  correct  address  of  lost 
securityholders,  and  would  establish 
minimum  search  requirements.*^ 
However,  the  rule  would  not  impose  on 
transfer  agents  an  absolute  obligation 
actually  to  locate  each  lost 
securityholder. 

1.  Definition  of  Lost  Securityholder 
For  purposes  of  Rule  17Ad-17,  a 
securityholder  will  be  classified  as  a  lost 
securityholder  when  two  items  of 
correspondence,*^  such  as  distribution 
payments,  that  were  sent  by  first  class 
mail  at  least  three  months  apart,  have 
been  returned  as  undeliverable.  Bec.ause 
at  times  transfer  agents  receive  change 
of  address  notifications  soon  after  the 
mailing  and  subsequent  return  of  a 
distribution  payment,  a  three  month 

Eeriod  will  be  required  to  have  elapsed 
Btween  the  two  correspondences.  If 
and  when  a  transfer  agent  receives  a 


computer  databases  to  assist  them  in  searching  for 
lost  securityholders.  Letters  from  Michael  Foley, 
President,  ^A,  to  the  Division  (May  26, 1994),  and 
Anthony  F.  Fireman,  President.  Corporate  Transfer 
Agents  Association,  Inc.  (“CTAA”),  to  the  Division 
(April  25, 1994).  These  searches  are  usually  based 
on  name,  address,  or  social  security  number.  Many 
professional  transfer  agents  {e.g.,  transfer  agents  that 
perform  transCsr  functions  for  issuers  for  a  fee)  also 
have  the  capability  to  perform  searches  by  taxpayer 
identification  number  for  issuers  that  are  willing  to 
pay  an  additional  fee.  In  addition  to  using  vendor- 
maintained  information  databases  (e.g.,  credit 
bureaus),  some  transfer  agents  and  corporate  issuers 
employ  the  services  of  the  Social  Security 
Administration  (“SSA”)  or  the  Internal  Revenue 
Service  ("IRS”)  in  an  attempt  to  contact  the  lost 
securityholder. 

Among  others,  these  methods  include  using 
CD-ROM  technology  for  searching  telephone 
directories,  and  inquiring  at  the  bank  where 
previously  endorsed  distribution  checks  were 
presented  to  learn  if  the  bank  has  a  current  address. 
See  also,  Guttman,  Modem  Securities  Tmnsfers, 

^  16.04  (3rd  ed.  1987),  noting  that  other  methods 
include,  but  are  not  limited  to.  (i)  checking  all  past 
correspondence  with  the  registered  owner,  (ii) 
checking  the  source  of  transfer  instructions  for  a 
proper  address  (for  example,  the  broker  through 
whom  the  securities  had  been  acquired  by  the 
registered  owner),  and  (iii)  contacting  the  occupant 
of  the  premises  of  the  last-known  address  for  a 
forwarding  address. 

^■*See  supra  note  5  for  a  deHnition  of 
recordkeeping  transfer  agent. 

"The  remaiiing  of  the  same  correspondence  does 
not  constitute  a  second  item  of  correspondence. 


44252 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Proposed  Rules 


new  address  for  a  lost  securityholder, 
either  direetly  from  the  securityholder 
or  through  the  transfer  agent’s  efforts, 
the  securityholder  will  no  longer  be 
classified  as  lost.‘^ 

The  Commission  requests  comments 
on  whether  the  proposed  standards  for 
classifying  a  lost  securityholder  is 
appropriate  or  whether  a  different 
standard  should  be  employed.  For 
example,  is  the  three  month  period 
between  the  mailing  of  two 
correspondences  an  appropriate  time 
period? 

2.  Transfer  Agents’  Search  Requirements 

Rule  17 Ad-1 7  would  require  every 
recordkeeping  transfer  agent  whose 
)naster  securityholder  file  includes 
accounts  of  lost  securityholders  to 
search  an  information  database  for  such 
securityholders’  current  address.  The 
transfer  agent’s  initial  search  for  the 
securityholder  must  be  based  on  either 
name,  if  reasonably  likely  to  locate  the 
lost  securityholder,  or  taxpayer 
identification  number  (typically  an 
individual’s  social  security  number) 
using  at  least  one  information  database. 
The  search  must  be  conducted  within 
three  months  of  the  securityholder  being 
classified  as  lost.  If  the  lost 
securityholder  is  not  found  on  the 
initial  search,  the  transfer  agent  also 
must  conduct  a  second  search  for  the 
lost  securityholder  between  one  year 
and  eighteen  months  after  the  initial 
search.  This  search  is  intended  to 
identify  address  changes  that  were 
added  to  the  database  after  the  time  of 
the  earlier  search.  The  transfer  agent 
must  conduct  these  searches  without 
charge  to  the  lost  securityholder. 

The  Commission  understands  that 
database  searches  generally  are 
considered  a  cost-effective  way  in 
which  to  locate  lost  securityholders.' 

The  Commission  requests  comment 
with  respect  to  the  potential  costs  of 
proposed  Rule  17 Ad-1 7  and  its 
potential  effectiveness  in  addressing  the 
lost  securityholder  issue.  The 
Commission  requests  commenters  to 
submit  speciHc  data  on  costs  involved 
in  utilizing  various  vendors’ 
information  databases  and  costs 
involved  in  using  other  methods  in  an 
effort  to  locate  lost  securityholders.  The 
Commission  also  requests  comment  on 
whether  there  are  other  entities  that 
maintain  ownership  records  such  as 

“While  not  speciPically  required  by  the  proposed 
rule,  the  Commission  encourages  transfer  agents  to 
take  steps  that  may  prevent  securityholders  from 
becoming  “lost.”  In  particular,  the  remailing 
procedure  described  in  the  text  above  and  the 
procedures  described  in  footnote  13  appear  to  be 
effective  methods  of  correcting  misdeliveries  of 
mail  and  other  delivery  problems.  Such  early 
measures  may  prove  especially  beneficial  because 
the  “trail"  of  the  securityholder  may  still  be  fresh. 


broker-dealers,  that  should  also  have 
search  requirements. 

In  conducting  an  information 
database  search,  should  a  transfer  agent 
have  the  option  as  proposed  of 
conducting  a  search  using  either  the 
names  or  taxpayer  identiffcation 
numbers  of  the  lost  securityholders  or 
should  the  transfer  agent  be  required  to 
conduct  a  search  using  taxpayer 
identification  numbers?  The 
Commission  understands  that 
conducting  searches  using  the  taxpayer 
identification  numbers  may  be  more 
costly  than  a  search  using  lost 
securityholders’  names,  but  searches 
using  taxpayer  identification  numbers 
may  be  more  effective  in  locating  lost 
securityholders. 

Should  the  requirement  to  search  for 
lost  seciuityholders  apply  only  where 
the  transfer  agent  is  holding  assets  over 
some  de  minimis  amoimt?  A  de  minimis 
threshold  would  avoid  a  situation  where 
a  transfer  agent  would  be  required  to 
expend  funds  in  excess  of  the  amount 
at  risk  of  escheating. 

The  Commission  also  is  requesting 
comment  on  the  time  frames  within 
which  a  search  must  be  made.  The 
purpose  of  the  three  month  time  frame 
is  to  require  a  transfer  agent  to  search 
within  a  short  period  of  time  after  the 
securityholder  becomes  lost,  because 
generally  chances  of  locating  a  lost 
securityholder  are  better  the  sooner  a 
search  is  initiated.  However,  if  the 
search  is  conducted  too  soon,  there  may 
not  be  an  opportunity  for  the 
information  databases  to  be  updated 
with  the  securityholder’s  ne\v  address. 
Further,  the  three  month  period  will 
permit  transfer  agents  to  conduct 
searches  on  a  quarterly  basis,  which 
may  be  more  cost-effective.  The  period 
between  the  first  and  the  second  search, 
one  year  to  eighteen  months,  is  intended 
to  provide  sufficient  time  for  a  lost 
securityholder’s  new  address  to  appear 
in  an  information  database  subsequent 
to  the  first  search. 

Comments  also  are  requested  on 
whether  the  rule  should  include  (1)  a 
requirement  that  transfer  agents 
periodically  assess  the  effectiveness  and 
appropriateness  of  the  search 
procedures  and  technology  they 
employ,  and/or  (2)  a  requirement  that 
transfer  agents’  search  procedures  meet 
a  performance-based  standard  based  on 
success  in  locating  lost  securityholders. 

3.  Definition  of  Information  Database 

For  purposes  of  Rule  17Ad-17,  an 
information  database  would  be  defined 

'''The  Commission  understands  that  many 
broker-dealers  currently  conduct  searches  for 
missing  customers.  Letter  from  Judith  Poppelardo. 
Assistant  General  Counsel,  SIA,  to  Division  (June  7, 
1996). 


as  any  automated  database  service  tliat 
(1)  contains  addresses  of  United  States 
residents  including  addresses  in  the 
geographic  area  in  which  the  lost 
securityholder’s  last  known  address  is 
located,  (2)  covers  a  reasonably  broad 
geographic  area,  (3)  is  indexed  by  the 
search  criterion  used  by  the  transfer 
agent  [e.g.,  name  or  taxpayer 
identification  number),  and  (4)  is 
updated  at  least  four  times  a  year.'s  The 
Commission  requests  comments  on 
tliese  criteria.  Comment  is  also  sought 
on  whether  instead  of  setting  forth 
specific  criteria  for  an  acceptable 
database,  the  rule  should  require 
transfer  agents  to  use  technology 
reasonably  designed  to  locate  a  lost 
securityholder. 

4.  Use  of  Professional  Search  Firms  to 
Meet  Search  Requirements 

Currently,  some  transfer  agents  rely 
on  professional  search  firms  that  charge 
lost  seciuityholders  a  fee  for  locating  the 
lost  securityholders’  assets  instead  of 
using  database  services.  *9  Under 
proposed  Rule  17 Ad-1 7,  the  use  of  such 
firms  as  the  method  of  locating  a  lost 
securityholder  would  satisfy  the  transfer 
agent’s  search  obligation  only  if  the 
securityholder  would  not  be  charged  a 
fee  as  the  result  of  a  successful  search. 
Therefore,  the  use  of  a  professional 
search  firm  that  charges  the 
securityholder  a  fee  for  recovering  his  or 
her  assets  would  be  permissible  only 
after  the  transfer  agent  has  conducted 
the  required  two  information  database 
searches  described  above. 

Comment  is  sought  on  the  extent  to 
which  transfer  agents  currently  employ 
professional  search  firms  and  on  any 
problems  or  concerns  that  arise  from 
their  use.  Specifically,  the  Commission 

“  Some  examples  of  vendors  of  information 
databases  that  satisfy  these  criteria  are  credit 
bureaus,  the  SSA,  and  the  iRS. 

’’The  CTAA  stated  that  some  of  its  members 
utilize  professional  search  Arms  which  generally 
have  extensive  search  methods.  The  CTAA  believes 
that  the  decision  to  use  a  professional  search  firm 
should  be  an  independent  one  made  by  the  transfer 
agent  or  issuer  taking  into  consideration  potential 
cost  to  either  the  issuer  or  the  securityholder.  Letter 
from  Anthony  F.  Fireman,  President,  CTAA,  to  the 
Division  (April  25, 1994).  The  National  Association 
of  Unclaim^  Property  Administrators  (“NAUPA”) 
has  informed  the  Commission  that  transfer  agents 
should  use  caution  when  employing  information 
vendors  becau.se  many  spch  vendors  are  also  in  the 
business  of  contacting  lost  securityholders  and 
charging  them  a  fee,  which  may  be  between  30% 
and  50%  of  the  value  of  the  distributions,  for 
information  about  the  distributions.  While  NAUPA 
supports  the  use  of  all  available  methods  of 
facilitating  transfer  agents’  searches,  it  is  concerned 
about  anv  search  effort  that  causes  a  shareholder  to 
lose  a  substantial  portion  of  the  value  of  the 
property  and  believes  that  such  firms  should  be 
used  only  as  a  last  resort  and  not  as  a  routine 
method  to  find  lost  securityholders.  Letter  from 
Dawn  E.  Rockey,  Second  Vico  President,  NAUPA, 
to  the  Division  (April  29, 1994). 
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requests  comment  on  whether  the 
limitation  contained  in  the  proposed 
rule,  prohibiting  charging  the 
shareholder  for  use  of  such  Hrms  until 
after  a  transfer  agent  has  conducted  the 
two  prescribed  searches  using  an 
information  database,  is  appropriate. 

5.  Verification  of  Shareholder  Identity 

Although  a  careful  search  is  unlikely 
to  result  in  an  erroneous  match  of  a  lost 
securityholder  and  the  information 
obtained  from  an  information  database, 
information  databases  are  not  100% 
accurate.  Thus,  in  order  to  guard  against 
delivery  of  distributions  to  an  incorrect 
recipient,  the  Commission  strongly 
suggests  that  transfer  agents  verify  that 
the  person  at  the  newly  obtained 
address  is  its  lost  shareholder  before 
disbursing  securities  or  funds.^o  Among 
other  methods,  verification  could 
consist  of  confirming  the  shareholder’s 
taxpayer  identification  number  and 
former  address. 

6.  Recordkeeping  Requirements 

Proposed  Rule  17 Ad-1 7  will  require 
that  all  recordkeeping  transfer  agents 
maintain  records  necessary  to 
demonstrate  their  compliance  with  the 
requirements  of  the  rule.  At  a  minimum, 
transfer  agents  should  document  the 
date  a  securityholder  was  classified  as 
lost  and  the  date  a  database  search  was 
conducted  for  such  securityholder.  The 
Commission  also  is  proposing  an 
amendment  to  Rule  17Ad-7  under  the 
Exchange  Act  to  require  that  transfer 
agents  maintain  the  records  required  by 
the  proposed  rule  for  a  period  of  not  less 
than  th^  years  with  the  first  year  in  an 
easily  accessible  place. 


^“The  STA  notes  that  currently  most  transfer 
agents  send  a  search  letter  to  the  new  address 
obtained  from  an  information  database  in  order  to 
obtain  additional  information  to  assure  that  the 
shareholder  and  the  new  addressee  are  the  same 
person.  However,  for  small  money  values,  some 
transfer  agents  automatically  update  their  records 
and  forward  lost  distributions  to  the  address 
obtained  from  the  information  database.  The  STA 
believes  that  transfer  agents  should  establish 
contact  with  the  shareholder  at  the  new  address 
before  releasing  distributions.  Letter  from  Michael 
Foley,  President,  STA,  to  the  Division  (May  26, 
1994).  The  CTAA  states  that  many  transfer  agents 
and  issuers  currently  require  the  person  at  the  new 
address  to  confirih  the  shareholder’s  taxpayer 
identification  number  and  former  address  before 
is.suing  a  check  for  past  dividend  or  interest 
distributions.  The  CTAA  also  states  that  when  an 
estate  is  being  probated,  most  transfer  agents  or 
issuers  will  issue  the  check  in  the  name  of  the 
deceased  so  that  the  personal  representative  or 
trustee  of  the  estate  is  required  to  use  legal 
documents  to  cash  the  check.  Letter  from  Anthony 
F.  Fireman,  President,  CTAA,  to  the  Division  (April 
25, 1994). 


III.  Collection  of  Lost  Securityholder 
Data 

A.  Proposed  Rule  1 7a-24 — Background 

As  discussed  further  in  Section  IV 

below,  the  Commission  has  been  urged 
to  support  the  establishment  of  a 
national  lost  securityholder  database.  In 
the  alternative,  the  Commission  is 
proposing  to  facilitate  the  gathering  of 
data  related  to  lost  securityholders  to 
provide  access  to  the  information  by 
information  distributors  or  others, 
including  individuals. 

The  Commission  proposes  to  collect 
information  on  lost  securityholders 
from  entities  such  as  transfer  agents  and 
broker-dealers  that  hold  assets  for 
investors,  and  to  make  such  information 
available  to  private  entities  which  could 
establish  databases  accessible  by  the 
public.  For  example,  a  distributor  could 
obtain  this  information  from  the 
Commission  and  charge  a  fee  to  persons 
who  inquire  about  whether  they  have 
been  reported  as  lost.  The  inquirer 
could  then  contact  the  reporting  entity 
or  otherwise  take  steps  to  recover  the 
property.  The  Commission  requests 
comment  as  to  whether  it  would  be 
economically  feasible  for 
communication  vendors  to  develop  a 
lost  securityholders  database  and  to 
make  the  information  available  to  the 
general  public  at  a  reasonable  cost. 

B.  Definition  of  Recordkeeper 

The  filing  requirements  under 
proposed  Rule  17a-24  would  apply  to 
any  entity  defined  by  that  rule  as  a 
recordkeeper.  The  proposed  rule  defines 
the  term  recordkeeper  to  mean  (1)  a 
member  of  a  national  securities 
exchange,  a  registered  broker  or  dealer, 
or  a  registered  municipal  securities 
dealer  which  maintains  records  of 
securities  received,  acquired,  held,  or 
carried  by  or  on  behalf  of  such  entity  for 
the  account  of  any  securityholder,  or  (2) 
a  recordkeeping  transfer  agent. 

Exchange  members  and  broker-dealers 
carry  accounts  for  others,  which  may 
include  retail  investors,  institutional 
investors,  or  other  broker-dealers.^a 
Recordkeeping  transfer  agents  maintain 
records  of  ownership  on  behalf  of 
issuers. 

The  Commission  seeks  comment 
concerning  the  scope  of  this  definition. 
Should  any  other  entities,  such  as 
investment  advisors,  be  included  within 


^'T)ie  rule  would  include  a  definition  of  the  term 
lost  securityholder  that  is  consistent  with  the 
definition  under  proposed  Rule  17Ad-17. 

“Exchange  members  and  broker-dealers  which 
carry  accounts  for  others  are  frequently  listed  on  the 
books  of  issuers,  clearing  agencies,  or  financial 
intermediaries  as  the  holder  of  a  security.  These 
exchange  members  or  broker-dealers  know  the 
identity  of  the  entity  for  which  they  hold  the  . 
security. 


the  definition  of  recordkeeper?  Does  the 
proposed  definition  cover  entities  that 
should  not  be  deemed  recordkeepers 
because  they  do  not  typically  have  lost 
securityholders? 

C.  Recordkeeper  Filing  Requirements 

Proposed  Rule  17a-24  will  require 
each  recordkeeper  to  file  electronically 
with  the  Commission  on  or  before  May 
31  of  each  year  information  on  all  lost 
securityholders  contained  in  such 
recordkeeper’s  records  as  of  May  1  of 
such  year. 23  With  the  same  filing  date 
for  all  filers,  the  Commission  could 
easily  compile  all  the  submissions  into 
one  file  for  downloading. 

The  filing  would  include  the  identity 
of  the  reporting  recordkeeper,  a  contact 
name  and  telephone  number  at  the 
recordkeeper,  and  the  period  covered  by 
the  report.  In  an  effort  to  protect 
confidentiality,  the  report  contents 
would  consist  solely  of  a  list  of  taxpayer 
identification  numbers  of  lost 
securityholders  contained  in  the 
recordkeeper’s  records.^**  No  names, 
number  of  sheures,  or  dollar  amounts 
would  be  provided. 

The  Commission  requests  comment 
on  the  feasibility  of  the  filing 
requirement  under  the  proposed  rule.  A 
private  entity  that  wants  to  establish  a 
database  would  only  need  to  download 
the  information  once  a  year  from  the 
Commission.  Is  an  annual  filing 
sufficient?  Should  more  frequent 
submissions  be  required?  Should  filers 
submit  such  information  concerning  all 
lost  securityholders,  securityholders 
who  have  been  lost  for  some  specified 
time  period,  or  lost  securityholders  after 
a  specific  occurrence,  such  as  after  the 
two  database  searches  required  under 
proposed  Rule  17 Ad-1 7  have  been 
conducted?  Should  filers  be  required  to 
file  information  with  the  Commission 
indicating  that  a  securityholder  has 
been  found?  If  so,  how  soon  after  the 
.securityholder  is  found?  In  addition  to 
the  costs  they  currently  incur  in 
providing  information  on  lost  property 
to  state  unclaimed  property 
administrators,  what  costs  would  filers 
incur  in  providing  the  requested 
information  to  the  Commission? 

The  Commission  also  requests 
comment  on  whether  the  privacy  of  lost 
securityholders  will  be  compromised  by 
filers  providing  the  required  taxpayer 
identification  numbers.^s  Would 
information  other  than  taxpayer 


“The  annual  filing  would  include  information 
on  a  lost  securityholder  even  if  the  securityholder 
was  reported  as  lost  in  the  previous  year’s  filing. 

“The  Commission  understands  that  some 
professional  search  firms  have  databases  that  can 
identify  an  individual’s  name  based  on  a  social 
security  number. 

“  t'upra  note  24. 
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identification  numbers  provide  greater 
privacy  protection  and  still  accomplish 
the  stated  goals?  For  example,  would 
the  gathering  of  specific  information 
about  a  lost  securityholder  (e.g.,  the  lost 
securityholder’s  name,  last  known  city 
and  state)  be  an  effective  means  of 
addressing  the  problem  while 
presenting  fewer  privacy  concerns? 

Are  there  any  other  steps  that  should  lie 
taken  to  protect  securityholders’ 
privacy?  Should  information  on  the  lost 
securityholder’s  assets  (e.g.,  the  issues 
and  the  CUSIP  numbers)  be  included, 
and  would  the  inclusion  of  such 
information  serve  any  useful  function  so 
as  to  override  any  privacy  concerns? 

D.  Method  of  Filing 

The  Commission  believes  that  two 
methods  of  electronic  filing  are  feasible. 
First,  recordkeepers  could  utilize  the 
Conunission’s  Electronic  Data  Gathering 
Analysis  and  Retrieval  System 
(“EDGAR”)  to  submit  their  filings  in 
accordance  with  current  Commission 
rules.^  The  Commission  is  proposing 
the  use  of  the  EDGAR  system  in  an 
effort  to  employ  available  technology  to 
facilitate  the  objectives  of  the  proposed 
rule.  EDGAR  filings  generally  are  made 
through  a  dial-up  connection  to  the 
Commission’s  host  equipment  and 
transmitted  using  Commission  supplied, 
personal  computer  based  software 
called  EDGA^ink.  Therefore,  the  cost 
to  recordkeepers  should  be  limited  to  a 
long  distance  telephone  call. 

In  addition  to  built-in 
communications  and  data  compression 
capability,  EDGARI^ink  contains 
features  which  help  EDGAR  filers  create 
and  prevalidate  their  submission  prior 
to  making  a  transmission.  Use  of  the 
EDGAR  system  also  would  enable  the 
Commission  to  validate  the  identity  of 
the  submitter,  the  type  of  submission, 
and  whether  the  filing  meets  certain 
minimal  format  requirements. 

As  an  alternative  to  filing  through  the 
EDGAR  system,  filings  could  be 
submitted  to  the  Commission  through 
the  Intemet.28  Under  this  approach,  the 
same  document  structure  required  for 
EDGAR  could  be  used.  However,  the 
filer  would  not  receive  validation  of  the 
filing,  and  there  would  be  no  validation 


I  ^Listing  lost  shareholders  by  name  may  allow  for 

I  greater  privacy  because  of  the  potential  for  multiple 

I  individuals  to  have  the  same  name  while  a  social 

I  security  number  will  identify  one  speciHc 

individual. 

17  CFR  202.7(b].  As  set  forth  in  part  VllI  below, 
p  the  Commission  is  proposing  to  amend  17  CFR 

i  232.101,  which  specifies  mandated  electronic 

I  submissions,  to  include  filings  under  proposed  Rule 

p  17a-24. 

^  ^If  this  alternative  is  adopted  it  would  be 

f  necessary  to  amend  1 7  CFR  202.7  and  17  CFR 

232.101  to  reflect  the  use  of  the  Internet  for  these 
i  submissions. 


for  header  accuracy  or  format 
compliance.  The  cost  may  be  somewhat 
higher  because  entities  would  be 
required  to  obtain  access  to  the  Internet 
either  directly  through  a  provider  or 
through  use  of  a  service  which  would 
file  on  their  behalf. 

Comments  are  requested  on  whether 
the  EDGAR  system  or  the  Internet 
would  be  the  better  vehicle  for  the 
submission  of  such  information. 
Commenters  are  requested  to  provide 
specific  alternative  cost  estimates  for 
compliance  using  both  systems.  Are 
there  limits  on  the  ability  of  smaller 
transfer  agents  and  broker-dealers  to 
submit  this  information  due  to  their 
level  of  automation? 

E.  Dissemination  of  Information 

The  Commission  anticipates  that  the 
information  filed  under  proposed  Rule 
17a-24  could' be  disseminated  as  part  of 
the  existing  EDGAR  data  dissemination 
stream.  Alternatively,  the  Commission 
could  provide  access  to  the  data  on  its 
Internet  Web  site.  On.  the  Internet  Web 
site,  any  entity  or  individual  could 
download  the  information  submitted  to 
the  Commission  for  whatever  reason(s) 
it  deemed  appropriate.  The  Commission 
requests  comment  on  the  costs  and 
benefits  associated  with  this  proposal. 
Does  the  release  of  this  information  to 
any  outside  party  create  the  possibility 
of  fi'aud,  and  if  so,  is  there  some  method 
to  eliminate  this  possibility? 
Alternatively,  should  the  Commission 
limit  access  to  the  information  collected 
with  respect  to  lost  securityholders?  For 
example,  should  dissemination  of  the 
information  be  limited  to  information 
vendors  that  agree  to  restrict  the  use  and 
protect  the  confidentiality  of  the 
information? 

F.  Proposed  Recordkeeping 
Requirements 

The  proposed  rule  would  require 
every  recordkeeper  to  maintain  such 
records  necessary  to  demonstrate 
compliance  with  the  requirements  set 
forth  in  this  rule.  The  proposed  rule  also 
would  provide  that  such  records  must 
be  maintained  for  a  period  of  not  less 
than  three  years,  the  first  year  in  an 
easily  accessible  place.  Comment  is 
requested  as  to  the  feasibility  of  this 
requirement. 

IV.  Commission  Supported  Database 

As  an  alternative  to  the  data 
collection  propo.sed  in  Section  III  above, 
it  has  been  suggested  that  the 
Commission  should  directly  support  the 
establishment  of  a  national  lost 
securityholder  database  which  would  be 
analogous  to  the  database  used  in  the 
Commission’s  lost  and  stolen  securities 


program. 29  Such  a  database  would 
contain  information  such  as  the  names 
and/or  taxpayer  identification  number 
of  lost  securityholders.  Information 
would  be  required  to  be  submitted  to 
the  database  by  entities  that  are  required 
to  make  other  filings  with  the 
Commission  (e.g.,  issuers,  transfer 
agents,  and  broker-dealers). “  All 
securities  and  funds  of  lost 
securityholders  would  continue  to  be 
held  by  the  issuers,  transfer  agents,  or 
broker-dealers.  The  database  would  be 
accessible  by  telephone  or  by  computer 
linkage  by  shareholders  or  any  other 
interested  party.  A  user  fee  (i.e.,  a  small 
charge  for  each  inquiry)  would  be  used 
to  fund  the  operation  of  the  database. 
The  register  could  be  searched  by  using 
a  securityholder’s  name  or  taxpayer 
identification  number  and  would  reveal 
whether  an  entity  is  holding  securities 
or  funds  for  the  securityholder. 
However,  the  register  would  not 
disclose  the  value  of  the  assets  being 
held. 

Alternatively,  it  has  been  suggested 
that  the  Commission  could  directly 
maintain  and  operate  a  lost 
securityholder  database  utilizing  the 
Commission’s  Internet  Web  site.  Similar 
to  the  above  proposal,  transfer  agents, 
issuers,  and  broker-dealers  would  be 
required  to  submit  information 
concerning  lost  securityholders  to  the  - 
Commission.  Individuals  would  have 
access  to  the  database  through  the 
Internet.^* 

Recently,  the  National  Association  of 
Unclaimed  Property  Administrators 
(“NAUPA”)  advised  the  Commission 
that  it  is  in  the  process  of  developing  a 
national  database  of  lost 
securityholders.32  NAUPA  indicated 
that  most,  if  not  all,  of  the  states  that 
belong  to  the  association  will  provide 
names  and  last  known  addresses  to  its 
centralized  database.  The  NAUPA 
database  will  be  accessible  by  any 


”  Letter  from  Robert  N.  Shamansky,  Benesch, 
Friedlander,  Coplan  &  Aronoff,  to  the  Division  (May 
16.  1994). 

^Specifically,  the  proposal  suggests  that  an 
issuer,  transfer  agent,  or  broker-dealer  enroll  each 
lost  securityholder  on  an  expanded  version  of  the 
register  which  is  maintained  for  the  Commission  by 
the  Securities  Information  Center  for  information  on 
lost  and  stolen  securities.  Letter  from  Robert  N. 
Shamansky  (May  16, 1994). 

3 'This  proposal  differs  from  the  proposal 
discussed  under  Section  III  above  in  terms  of  the 
level  of  Commission  involvement  in  developing 
and  running  the  data'oase.  In  addition,  the 
Commission  might  need  to  institute  a  small  charge 
for  each  search  to  cover  the  costs  of  development 
and  operations.  Furthermore,  it  might  take  longer  to 
implement  this  proposal  due  to  the  complexities  of 
such  a  database. 

Letter  from  Randall  A.  Ross,  President. 

NAUPA,  to  Steven  M.  H.  Wallman,  Commissioner, 
Commission  (January  18, 1996).  NAUPA  members 
represent  Fifty  jurisdictions  which  have  unclaimed 
property  laws. 
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person  through  the  Internet  for  a 
nominal  fee,  which  will  be  used  to 
maintain  the  database.  NAUPA  believes 
that  a  centralized  database  managed  by 
states  is  an  effective  way  to  return 
property  to  rightful  owners  because 
states  have  considerable  expertise  in 
administering  unclaimed  property 
programs  and  locating  missing  owners. 
However,  the  Commission  notes  that 
NAUPA ’s  database  would  not  list  a  lost 
securityholder  until  such 
securityholder’s  assets  had  escheated  to 
a  state. 

The  Commission  requests  comment 
on  the  establishment  of  a  national  lost 
securityholder  database.  Specifically, 
the  Commission  seeks  comment  on 
whether  such  a  database  would  be  of 
significant  benefit  to  investors  and  the 
cost-effectiveness  of  such  a  database, 
particularly  in  light  of  the  potential 
impact  of  proposed  Rule  17Ad-17. 
Comments  should  also  contrast  the 
benefits  of  a  national  database  with  the 
data  collection  concept  proposed  in 
Section  III. 

Commenters  favoring  a  database 
should  discuss,  among  other  things,  (i) 
the  entity  best  suited  to  administer  the 
database,  (ii)  the  appropriate  frequency 
of  submission  of  information,  (iii)  the 
allocation  of  costs  to  maintain  and  to 
operate  the  database,  (iv)  methods  of 
access  to  the  database,  and  (v)  the 
potential  necessity  for  and  design  of 
safeguards  to  prevent  unauthorized 
access  into  the  database  and  to  prevent 
fraud.  In  addition  to  the  issues  cited 
above,  the  Commission  is  interested  in 
obtaining  comment  with  respect  to 
potential  privacy  concerns  arising  fix>m 
the  dissemination  of  financial 
information  via  the  Internet.  The 
Commission  also  requests  comment  on 
whether  the  NAUPA  database  or  other 
available  databases  would  be  an 
adequate  mechanism  to  address  the  lost 
securityholder  problem.^s 

V.  Initial  Regulatory  Flexibility 
Analysis 

Section  603(a)  ^  of  the  Administrative 
Procedure  Act,^’  as  amended  by  the 
Regulatory  Flexibility  Act  (the 


^^The  Commission  notes  that  in  April  of  1994, 
Indiana  placed  all  of  its  unclaimed  property 
information  on  the  Internet.  Since  going  on-line, 
Indiana  has  received  approximately  six  additional 
calls  per  week;  however,  professional  search  Hrms 
(i.e.,  entities  employed  by  corporate  issuers  to 
locate  lost  securityholders  and  that  charge  lost 
securityholders  a  percentage  of  their  assets  for  such 
efforts)  account  for  about  sixty  percent  of  the 
additional  calls.  Very  recently,  Wyoming  also 
placed  its  unclaimed  property  information  on  the 
Internet. 

”5  U.S.C.  603(a). 

”5U.S.C.  551,  ot  seq. 


“Flexibility  Act”)  ^6  generally  requires 
the  Commission  to  undertake  a 
Regulatory  Flexibility  Act  Analysis  of 
all  proposed  rules  or  proposed  rule 
amendments  to  determine  the  impact  of 
such  rulemaking  on  “small  entities.” 
Approximately  470  registered  transfer 
agents  qualify  as  “small  entities”  for 
purposes  of  Ae  Flexibility  Act  and 
would  be  subject  to  the  requirements  of 
proposed  Rules  17a-24  and  17Ad-17. 

Of  the  approximately  650  registered 
broker-dealers  that  would  be  classified 
as  recordkeepers  under  proposed  Rule 
17a-24,  approximately  85  are  small 
entities. 

The  Commission  has  prepared  an 
Initial  Regulatory  Flexibility  Analysis 
(“IRFA”)  pursuant  to  the  requirements 
of  the  Flexibility  Act,  regarding  the 
proposed  rules.  The  IRFA  notes  that  the 
proposed  rules  are  intended  to  reduce 
the  number  of  securityholders  with 
whom  contact  is  lost  and  to  address  the 
associated  problems  of  undeliverable 
dividend  and  interest  distributions  by 
establishing  standards  for  transfer 
agents  with  respect  to  their  obligation  to 
conduct  searches  in  an  effort  to  locate 
such  securityholders  and  by  facilitating 


“17  Pub.  L.  No.  96-354  (September  19. 1980),  94 
Stat.  1164,  reprinted  in  (1980)  U.S.  Code  Cong.  &  ' 
Ad.  News  1169. 

Although  section  601(b)  of  the  Flexibility  Act 
defines  the  term  “small  entity”  the  statute  permits 
agencies  to  formulate  their  own  definitions.  The 
Commission  published  flnal  definitions  of  the  term 
“small  business”  and  “small  organization”  in 
Securities  Exchange  Act  Release  No.  6380  (February 
4, 1982),  47  FR  5215.  Section  240.0-10(h)  defines 
a  small  transfer  agent  for  purposes  of  the  Flexibility 
Act  as  follows: 

For  purposes  of  the  Commission  rulemaking  in 
accordance  with  the  provisions  of  Chapter  Six  of 
the  Administrative  Procedure  Act  (5  U.S.C.  601  et 
seq.)  and  unless  otherwise  dehned  for  purposes  of 
a  particular  nilemaking  proceeding,  the  term  “small 
business”  or  “small  organization”  shall .  .  . 

(c)  When  used  with  reference  to  a  broker  or 
dealer,  mean  a  broker  or  dealer  that: 

(1)  Had  total  capital  (net  worth  plus  subordinated 
liabilities)  of  less  than  $500,000  on  the  date  in  the 
prior  fiscal  year  as  of  which  its  audited  financial 
statements  were  prepared  pursuant  to  §  240.17a- 
5(d)  or,  if  not  required  to  file  such  statements,  a 
broker  or  dealer  that  had  total  capital  (net  worth 
plus  subordinated  liabilities)  of  less  than  $500,000 
on  the  last  business  day  of  the  preceding  Hscal  year 
(or  in  the  time  that  it  has  been  in  business,  if 
shorter);  and 

(2)  Is  not  a^iliated  with  any  person  (other  than 
a  natural  person)  that  is  not  a  small  business  or 
small  organization  as  dehned  in  this  section; .  .  . 

(h)  When  used  with  reference  to  a  transfer  agent, 
mean  a  transfer  agent  that: 

(1)  Received  less  than  500  items  for  transfer  and 
less  than  500  items  for  processing  during  the 
preceding  six  months  (or  in  the  time  that  it  has  been 
in  business,  if  shorter); 

(2)  Maintained  master  shareholder  files  that  in 
the  aggregate  contained  less  than  1,000  shareholder 
accounts  or  was  the  named  transfer  agent  for  less 
than  1,000  shareholder  accounts  at  all  times  during 
the  preceding  fiscal  year  (or  in  the  time  that  it  has 
been  in  business,  if  shorter);  and 

(3)  Is  not  affiliated  with  any  person  (other  than 
a  natural  person)  that  is  not  a  small  business  or 
small  organization  under  this  section. 


the  collection  of  data  related  to  lost 
securityholders  to  permit  information 
distributors  or  others  the  opportunity  to 
establish  databases  in  whatever  form  is 
rflost  cost  efficient.  Proposed  Rule 
17Ad-17  establishes  a  single  standard  . 
for  all  transfer  agents  regardless  of  size 
and  is  not  anticipated  to  have  any 
significant  economic  impact  on  small 
entities.  Similarly,  proposed  Rule  17a- 
24  sets  forth  a  uniform  filing 
requirement  for  all  recordkeepers  and  is 
not  anticipated  to  have  any  significant 
economic  impact  on  the  small  entities 
subject  to  the  rule. 

A.  Rule  17 Ad-17 

Some  registered  transfer  agents  will 
not  incur  significant  additional 
compliance  costs  because  they  currently 
use  an  information  database  to  search 
for  lost  securityholders.  Thus,  the 
proposed  requirements  will  have  a 
practical  effect  only  on  transfer  agents 
that  do  not  presently  conduct,  searches 
using  an  information  database.  The 
Commission  estimates  that  even  for 
such  transfer  agents,  the  cost  of 
compliance  with  proposed  Rule  17Ad- 
17  will  be  small.38  In  addition,  because 
a  transfer  agent’s  cost  of  compliance 
generally  will  be  based  upon  the 
quantity  of  lost  securityholders  it  must 
attempt  to  locate,  small  transfers  agents 
should  not,  on  average,  bear 
disproportionately  high  compliance 
costs.  On  average,  compliance  costs 
should  be  roughly  proportional  to  the 
number  of  securityholder  records 
maintSined  by  the  transfer  agent.  Some 
database  vendors  may  charge 
discounted  rates  for  bulk  searches, 
which  could  inure  to  the  benefit  of 
larger  transfer  agents.  However,  such 
discounts  are  small,  emd  thus  they 
should  not  disadvantage  small  transfer 
agents  significantly. 

The  proposed  rule  will  impose  on 
transfer  agents  an  additional 
recordkeeping  requirement.  The 
requirement  has  l^en  broadly  drafted  to 
provide  transfer  agents  with  sufficient 
flexibility  to  minimize  recordkeeping 
costs.  Specifically,  proposed  Rule 
17Ad-17  will  require  that  all 
recordkeeping  transfer  agents  maintain 
records  necessary  to  demonstrate  their 
compliance  with  the  rule’s 
requirements.  The  Commission  also  is 
proposing  an  amendment  to  Rule  17Ad- 
7  to  require  that  transfer  agents  maintain 
the  records  required  by  the  proposed 
rule  for  a  period  of  not  less  than  three 


^ Based  upon  information  supplied  to  the 
Commission  by  transfer  agents,  vendors  other  than 
the  SSA  and  the  IRS  typically  charge  $.95  to  $1.75 
per  account  for  lost  securityholder  searches.  The 
charge  for  searches  conducted  through  the  SSA  and 
IRS  using  securityholder  social  security  or  tax 
identification  numbers  is  $3.00  per  account. 
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years,  the  first  year  in  an  easily 
accessible  place. 

The  Commission  considered  various 
alternatives  to  the  proposed  rule  and 
found  no  alternatives  consistent  with  • 
the  proposed  rule’s  objective  and  the 
Commission’s  statutory  mandate.^’ 
However,  as  set  forth  in  Section  II.B. 
above,  the  Commission  is  seeking 
comment  on  alternative  search  and 
reasonable  care  standards  including  (i)  a 
requirement  that  transfer  agents  use 
technology  reasonably  designed  to 
locate  a  lost  securityholder  instead  of 
following  specihc  guidelines  as  to  what 
constitutes  an  acceptable  database  (ii)  a 
requirement  that  transfer  agents 
periodically  assess  the  effectiveness  and 
appropriateness  of  the  search 
procedures  and  technology  they 
employ,  and/or  (iii)  a  requirement  that 
transfer  agents’  satisfaction  of  their 
reasonable  care  obligations  be  based 
upon  their  search  procedures  meeting  a 
performance-based  standard  based  on 
success  in  locating  lost  securityholders. 

B.  Rule  17a-24 

Proposed  Rule  17a-24  will  impose 
some  additional  compliance  costs  upon 
all  registered  transfer  agents  and  such 
registered  broker-dealers  that  fall  within 
the  definition  of  recordkeeper  under  the 
rule.  However,  the  Commission 
estimates  that  the  cost  of  compliance 
with  proposed  Rule  17a— 24  will  be 
small  and  that  the  impact  of  the  rule 


”  Among  other  things,  the  Commission 
considered  (i)  the  establishment  of  a  national 
database  to  which  transfer  agents  would  be  required 
to  submit  the  names  of  all  lost  securityholders  and 
(ii)  the  effects  of  a  database  to  be  established  by  the 
National  Association  of  Unclaimed  Property 
Administrators  and  populated  with  information 
provided  by  the  states  that  will  include  the  names 
of  all  persons  whose  property  has  escheated  to  the 
states.  In  both  instances,  securityholders  would 
need  to  take  affirmative  action  to  discover  the 
existence  of  their  lost  assets.  Because  many  if  not 
most  lost  securityholders  are  unaware  that  they 
have  property  which  is  considered  undeliverable 
and  escheatable,  many  would  not  realize  the 
importance  of  accessing  the  database.  With  respect 
to  the  Hrst  alternative,  many  of  the  same  costs 
would  be  incurred  by  transfer  agents  because  they 
would  need  to  submit  the  names  of  the  lost 
securityholders  to  the  national  database  rather  than 
to  a  database  service.  With  respect  to  the  second 
alternative,  lost  securityholders  would  be  deprived 
of  their  assets  for  a  longer  period  of  time  because 
their  names  would  not  be  included  in  the  database 
until  their  assets  had  escheated  to  the  state. 
However,  the  Commission  believes  that  it  may  be 
beneficial  to  pursue  one  of  the  alternatives  as  an 
additional  mechanism  for  locating  lost 
securityholders  in  conjunction  with  the  proposed 
rule. 

‘*0  Establishing  filing  capability  through  EDGAR 
should  not  require  any  expenditure  by 
recordkcepers  because  the  Commission  supplies  the 
necessary  software.  Even  if  the  small  entity  does  not 
currently  have  computer  capability,  the  entity 
should  be  able  to  find  a  service  provider  to  file  on 
its  behalf  for  a  small  charge.  The  Commission 
estimates  an  additional  administrative  cost  of 
approximately  $50.00  per  year  for  gathering  and 
transmission  of  the  required  information  and 


upon  recordkeepers’  operations  will  be 
insignificant,  regardless  of  the 
recordkeepers’  size. 

The  proposed  rule  will  impose  on 
registered  transfer  agents  and  broker- 
dealers  an  additional  recordkeeping 
requirement.  The  requirement  has  been 
broadly  drafted  to  provide  transfer 
agents  and  broker-dealers  with 
sufHcient  flexibility  to  minimize 
recordkeeping  costs.  Speciflcally, 
proposed  Rule  17a-24  will  require  that 
all  recordkeepers  under  the  proposed 
rule  iTK-nniain  records  necessary  to 
demonstrate  their  compliance  with  the 
rule’s  requirements.  The  Commission 
also  is  requiring  that  transfer  agents 
maintain  the  records  required  by  the 
proposed  rule  for  a  period  of  not  less 
than  three  years,  the  first  year  in  an 
easily  accessible  place. 

The  Commission  considered  various 
alternatives  to  the  proposed  rule  and 
preliminarily  concluded  that  Rule  17a- 
24  best  fulfilled  the  proposed  rule’s 
objective  and  the  Commission’s 
statutory  mandate.^'  However,  as  set 
forth  in  Section  IV  above,  the 
Commission  is  seeking  comment  on 
alternative  information  databases. 

Commenters  are  encouraged  to 
comment  on  any  aspect  of  the  analysis. 
Such  comments  will  be  considered  in 
the  preparation  of  the  Final  Regulatory 
Flexibility  Analysis  if  the  proposed  rule 
is  adopted.  A  copy  of  the  Analysis  may 
be  obtained  by  contacting  Michele 
Bianco,  Attorney,  Division  of  Market 
Regulation,  U.S.  Securities  and 
Exchange  Commission,  450  Fifth  Street, 
NW.,  Washington,  DC.  20549  at  202/ 
942-4187. 

VI.  Paperwork  Reduction  Act 

Certain  provisions  of  proposed  Rule 
17 Ad-1 7  and  proposed  Rule  17a-24 
may  contain  “collection  of  information” 
requirements  within  the  meaning  of  the 
Paperwork  Reduction  Act  of  1995,'*2  and 
the  Commission  has  submitted  them  to 
the  Office  of  Management  and  Budget 
for  review  in  accordance  with  44  U.S.C. 


approximately  $10.00  per  year  for  the  cost  of  a  long 
distance  telephone  call. 

■*'  As  noted  in  footnote  37  above,  the  Commission 
considered  (i)  the  establishment  of  a  national 
database  to  which  transfer  agents  would  be  required 
to  submit  the  names  of  all  lost  securityholders  and 
(ii)  the  effects  of  a  database  to  be  established  by  the 
National  Association  of  Unclaimed  Property 
Administrators  and  populated  with  information 
provided  by  the  states  that  will  include  the  names 
of  all  persons  whose  property  has  escheated  to  the 
states.  With  respect  to  the  first  alternative,  the 
Commission  believes  that  private  vendors  will  be 
able  to  establish  an  elective  database  more  quickly 
than  the  Commission.  As  previously  noted  with 
respect  to  the  second  alternative,  lost 
securityholders  would  be  deprived  of  their  assets 
for  a  longer  period  of  time  because  their  names 
would  not  be  included  in  the  database  until  their 
assets  had  escheated  to  the  state. 

■•244  U.S.C  3501  et  seq. 


3507(d).  The  titles  for  the  collection  of 
information  are:  “Proposed  Rule  17Ad- 
17  (Transfer  Agents’  Obligation  to 
Search  for  Lost  Securityholders)”  and 
“Proposed  Rule  17a-24  (Data  Collection 
for  Private  Databases).” 

The  collection  of  information  under 
proposed  Rule  17Ad-17  and  under 
proposed  Rule  17a-24  is  intended  to 
facilitate  greater  accuracy  of  transfer 
agents’  and  broker-dealers’  records.  The 
collection  of  information  is  necessary  to 
enable  recordkeeping  transfer  agents,  as 
the  usual  custodians  of  the  records  that 
determine  the  ownership  of  securities 
and  the  entitlement  to  corporate 
distributions,  and  broker-dealers,  as 
holders  of  customer  assets,  to  reduce 
significantly  the  number  of  lost 
securityholders. 

Under  the  proposed  rules,  transfer 
agents  and  hroker-dealers  may  use  any 
appropriate  method  (e.g.,  through 
computerized  or  manual  means)  to 
collect  the  names  of  the  lost 
securityholders.  Under  proposed  Rule 
17Ad-17,  infonnation  must  he 
submitted  by  transfer  agents  to  a 
database  service  that  is  automated. 
Broker-dealers  and  transfer  agents  must 
submit  information  to  the  Commission 
pursuant  to  proposed  Rule  17a-24 
through  computerized  means.  The 
information  required  to  he  collected  by 
Rule  17Ad-17  and  Rule  17a-24  (i.e.,  the 
taxpayer  identification  numbers  of  lost 
securityholders)  generally  is  already 
maintained  hy  registered  transfer  agents 
and  broker-dealers.  Therefore,  the 
Commission  anticipates  that  the 
increased  costs  imposed  by  the  rules 
will  be  relatively  minimal.'*® 

The  proposed  rules  also  require  that 
all  recordkeeping  transfer  agents  (and 
all  recordkeepers  with  respect  to 


'*3  The  cost  of  compliance  with  proposed  Rule 
17Ad-17  will  depend  on  the  number  of 
undeliverable  accounts  at  each  transfer  agent.  Based 
upon  the  information  received  from  transfer  agents 
and  broker-dealers,  the  Commission  believes  there 
will  be  approximately  250,000  securityholders  lost 
annually  by  all  transfer  agents.  The  Commission 
estimates  that  approximately  $3.00  will  be  spent 
per  account  (comprised  of  approximately  $1.00  for 
each  of  two  searches  and  approximately  $1.00  in 
increased  administrative  costs  for  downloading  and 
forwarding  the  information).  Therefore,  the 
estimated  total  annual  cost  for  all  transfer  agents  is 
$750,000. 

The  cost  of  compliance  with  proposed  Rule  17a- 
24  should  be  a  minimal  amount  comprised  of  the 
cost  of  a  long  distance  telephone  call  and 
administrative  costs.  Transfer  agents  and  broker- 
dealers  will  be  required  to  make  an  annual 
electronic  filing.  Filing  capability  through  EDGAR 
should  not  require  any  signiBcant  start-up  expense. 
The  Commission  estimates  a  long  distance 
telephone  charge  of  approximately  $10.00  per  year 
and  an  additional  administrative  cost  of 
approximately  $50.00  per  year  for  downloading  and 
forwarding  the  information.  Thus,  at  a  total  cost  of 
approximately  $60.00  per  year  for  each 
recordkeeper,  the  total  annual  cost  for  all 
recordkeepers  is  estimated  to  be  $129,000. 
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proposed  Rule  17a-24)  maintain  records 
necessary  to  demonstrate  their 
compliance  with  the  rules’ 
requirements.  This  recordkeeping 
requirement  is  intended  to  provide 
transfer  agents  and  broker-dealers  with 
sufficient  flexibility  to  record  and  to 
maintain  necessary  information  in  a 
manner  that  minimizes  recordkeeping 
costs.  The  Commission  will  require  that 
transfer  agents  (and  all  recordkeepers 
with  respect  to  proposed  Rule  17a-24) 
maintain  the  records  required  by  the 
proposed  rules  for  a  period  of  not  less 
than  three  years,  the  first  year  in  an 
easily  accessible  place. 

The  Commission  does  not  anticipate 
that  the  collection  of  information  >^1 
result  in  any  significant  biurden  to 
transfer  agents  or  broker-dealers.  The 
likely  respondents  to  the  proposed 
collection  of  information  imder 
proposed  Rule  17Ad-17  will  be  the 
approximately  1500  registered  transfer 
agents.  The  likely  respondents  to  the 
proposed  collection  of  information 
under  proposed  R^lle  17a-24  will  be  the 
approximately  1500  transfer  agents  and 
approximately  650  of  the  registered 
broker-dealers.  The  Commission 
estimates  registered  transfer  agents  will 
devote  approximately  five  hours  per 
year^^  to  providing  information  on  lost 
securityholders  to  third  party  database 
vendors,  totalling  7,500  hours  industry¬ 
wide.  The  Commission  estimates 
registered  transfer  agents  and  broker- 
dealers  will  devote  approximately  two 
hours  per  year  to  make  the  required 
annual  filing  imder  proposed  Rule  17a- 
24,  totalling  4300  hours  industry¬ 
wide.*® 

The  collection  of  information  imder 
proposed  Rule  17 Ad-1 7  and  proposed 
Rule  17a-24  would  be  mandatory.  Any 
information  collected  pursuant  to 
proposed  Rule  17 Ad-1 7  or  proposed 
Rule  17a-24  would  not  be  confidential. 
Unless  a  valid  Office  of  Management 
and  Budget  (“OMB”)  control  number  is 
displayed,  for  Commission  may  not 
.sponsor  or  conduct  or  require  response 
to  an  iaformation  collection. 

Pursuant  to  44  U.S.C.  3506(c)(2)(B), 
the  Commission  solicits  comments  to— 

(i)  Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  shall  have 
practical  utiUty; 


Transfer  agents  vnll  need  to  submit  this 
information  to  a  database  a  maximum  of  four  times 
a  year  to  insure  that  a  search  is  made  within  three 
months  of  a  securityholder  becoming  lost.  Each 
download  and  forwarding  of  information  should 
taka  approximately  1.2  hours. 

Recordkeepers  will  submit  information  once  e 
year.  Each  download  and  transmission  of 
information  should  take  approximately  two  hours. 


(ii)  Evaluate  the  accuracy  of  the 
agency’s  estimate  of  the  bilrden  of  the 
proposed  collection  of  information; 

(hi)  Enhance  the  quality,  utility,  and 
clairity  of  the  information  to  be 
collected;  and 

(iv)  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  automated  collection  techniques 
or  other  forms  of  information 
technology. 

Persons  desiring  to  submit  comments 
on  the  collection  of  information 
requirements  should  direct  them  to  the 
Desk  Officer  for  the  Securities  and 
Exchange  Commission,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget, 
Washington,  D.C.  20503,  and  should 
also  send  a  copy  of  their  comments 
directly  to  the  ^mmission.  OMB  is 
required  to  make  a  decision  concerning 
the  collections  of  information  between  ' 
thirty  and  sixty  days  after  publication, 
so  a  comment  to  OMB  is  best  assured  of 
having  its  full  effect  if  OMB  receives  it 
within  thirty  days  of  publication. 

Vn.  Burden  on  Competition 

The  Commission  believes  that  the 
proposed  rules  will  not  have  a 
significant  impact  on  transfer  agent  or 
broker-dealer  competition.  Under 
proposed  Rule  17 Ad-1 7,  all  transfer 
agents  will  be  subject  to  the  same 
specified  minimum  standard  for 
reasonable  care  in  attempting  to  locate 
securityholders  with  whom  contact  has 
been  lost.  Similarly,  proposed  Rule  17a- 
24  will  require  all  transfer  agents  and 
broker-dealers  to  submit  the  smne 
information  to  the  (^mmis^ion. 

The  cost  of  compliance  with  proposed 
Rule  17Ad-17  is  minimal.*®  For  many 
transfer  agents  that  currently  conduct 
securityholder  searches  using  an 
information  database,  proposed  Rule 
17Ad-17  will  pose  no  additional  cost. 
Because  a  transfer  agent’s  cost  of 
compliance  generally  is  based  upon  the 
number  of  securityholders  it  must 
attempt  to  locate,  transfers  agents 
regardless  of  their  size  €md  exercising 
comparable  care  should  incur 
comparable  relative  costs.  On  average, 
compliance  costs  should  be  roughly 
proportional  to  the  number  of 
securityholder  records  maintained  by 
the  transfer  agent.  In  addition,  the 
extent  of  the  effort  required  by  a  transfer 
agent  to  meet  its  reasonable  CEire 
obligations  will  require  a  balancing  of 
cost  against  the  value  of  assets  at  issue. 
Accordingly,  larger  transfer  agents 
which  are  likely  to  have  a  greater 
proportion  of  accounts  of  considerable 
value,  often  will  be  required  to  take 


Supra  note  43. 


more  extensive  measures  and  incur 
greater  costs  in  meeting  their  reasonable 
care  obligations  under  proposed  Rule 
17Ad-17. 

With  respect  to  proposed  Rule  17a- 
24,  the  cost  of  compliance  also  should 
be  minimal.*^  While  the  cost  to  each 
entity  will  be  approximately  the  same 
regaMless  of  the  entities’  size  (i.e.,  the 
number  of  lost  securityholders  should 
not  affect  significantly  the  amount  of 
time  it  takes  to  collect  the  information 
and  to  transmit  it  to  the  Commission), 
the  total  cost  to  each  entity  should  be  so 
limited  as  to  not  raise  competition 
concerns. 

VIIl.^Text  of  the  Amendments 
List  of  Subjects 
17  CFR  Part  232 

Reporting  and  recordkeeping 
requirements;  Securities. 

17  CFR  Part  240 

Transfer  agents;  Broker-dealers; 
Reporting  and  recordkeeping 
requirements;  Securities. 

For  the  reasons  set  out  in  the 
preamble,  the  Commission  proposes  to 
amend  Chapter  n  of  Title  17  of  the  Code 
of  Federal  Regulations  as  follows: 

PART  232— REGULATION  S-T— 
GENERAL  RULES  AND  REGULATIONS 
FOR  ELECTRONIC  FILINGS 

1.  The  authority  citation  for  part  232 
continues  to  read  as  follows; 

Authority:  15  U.S.C.  77f.  77g,  77h.  77), 
77s(a),  77sss(a),  78c(b),  78/,  78m,  78n,  78o(d), 
78w(a),  78/y(d),  79t(a),  80a-8,  80a-29,  80a-30 
and  80a-37. 

2.  By  amending  §  232.101  paragraph 
(a)(l)(iv)  by  revising  the  phrase  “format; 
and’’  to  read  “format;’’. 

3.  By  amending  §  232.101  paragraph 
(a)(l)(v)  by  revising  the  phrase  "et 
seq.)."  to  read  "et  seq.);  and”. 

4.  By  adding  paragraph  (a)(l)(vi)  to 
§  232.101  to  read  as  follows: 

§232.101  Mandated  electronic 
submissions  and  exceptions. 

(a)*  *  * 

(D*  *  * 

(vi)  Documents  filed  with  the 
Commission  pursuant  to  §  240.17a-24  of 
this  chapter. 

*  *  *  *  «r 

5.  By  amending  §  232.101(c)(ll)  by 
revising  the  phrase  “Regulation;”  to 
read  “Regulation,  other  than  those  filed 
with  the  Commission  pursuant  to 

§  240.1 7a-24  of  this  chapter;” 


Supra  note  43. 
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PART  240— GENERAL  RULES  AND 
REGULATIONS,  SECURITIES 
EXCHANGE  ACT  OF  1934 

6.  The  authority  citation  for  part  240 
continues  to  read  in  part  as  follows: 

Authority:  15  U.S.C.  77c,  77d.  77g,  77j. 

77s,  77eee,  77ggR,  77nnn,  77ss8,  77ttt,  78c, 
78d,  78i,  78j,  787,  78m,  78n,  78o,  78p,  78q, 
78s,  78w.  78x,  78/7(d),  79q,  79t,  80a-20,  80a- 
23,  80a-29,  80a-37, 80b-3, 80b-4  and  80b- 
11,  unless  otherwise  noted. 
***** 

7.  By  adding  §  240.1 7a-24  to  read  as 
follows: 

§  240.1 7a-24  Reports  of  Lost 
Securityholders. 

(a)  Each  recordkeeper  shall  file 
electronically  with  the  Commission  on 
or  before  May  31  of  each  year  a  list  of 
the  taxpayer  identification  numbers 
[e.g.,  social  security  number  or 
employer  identification  number)  of  all 
lost  securityholders  for  which  such 
recordkeeper  maintains  records  of 
ownership  interests  as  of  May  1  of  such 
year.  The  list  of  lost  securityholders 
shall  include  the  name  and  telephone 
number  of  the  appropriate  person  to 
contact  at  the  recordkeeper. 

(b)  For  purposes  of  this  section: 

(1)  Lost  securityholder  means  the 

holder  of  record  of  a  security  or  any 
person  firom  whom  or  on  whose  behalf 
a  recordkeejjer  has  received,  has 
acquired,  holds,  or  carries  securities; 

(1)  To  whom  two  separate  items  of 
correspondence  that  were  sent  by  first 
class  mail  by  the  recordkeeper  at  least 
three  months  apart  have  been  returned 
as  undeliverable;  and 

(ii)  For  whom  the  recordkeeper  has 
not  received  information  regarding  the 
securityholder’s  new  address. 

(2)  Recordkeeper  means: 

(i)  A  member  of  a  national  securities 
exchange,  a  registered  broker  or  dealer, 
or  a  registered  municipal  securities 
dealer  which  maintains  records  of 
securities  received,  acquired,  held,  or 
carried  by  or  on  behalf  of  such  entity  for 
the  account  of  any  securityholder;  or 

(ii)  A  recordkeeping  transfer  agent  as 
defined  in  §  240.17Ad-9(h). 

(c)  Every  recordkeeper  shall  maintain 
such  records  necessary  to  demonstrate 
compliance  with  the  requirements  set 
forth  in  this  section.  Such  records  shall 
be  maintained  for  a  period  of  not  less 
than  three  years,  the  first  year  in  an 
easily  accessible  place. 

8.  By  amending  §  240.17Ad-7  by 
adding  paragraph  (i)  to  read  as  follows: 

§  240. 1 7Ad-7  Record  retention. 
***** 

(i)  The  records  required  by 
§  240.17Ad-17(c)  shall  be  maintained 
for  a  period  of  not  less  than  three  years. 


the  first  year  in  an  easily  accessible 

^  9.  By  adding  §  240.17Ad-17  to  read  as 
follows: 

§  240.17Ad-17  Transfer  agents’  obligation 
to  search  for  lost  securityholders. 

(a) (1)  Every  recordkeeping  transfer 
agent  whose  master  securityholder  file 
includes  accounts  of  lost 
securityholders  shall  exercise 
reasonable  care  to  ascertain  the  correct 
address  of  such  securityholders.  In 
exercising  reasonable  care  to  ascertain 
for  its  master  securityholder  file  such 
lost  securityholders’  ciurent  address, 
each  recordkeeping  transfer  agent  shall 
conduct  two  database  searches  using  at 
least  one  information  database  service. 
The  transfer  agent  shall  search  by  name 
(if  reasonably  likely  to  locate  the 
securityholder)  or  taxpayer 
identification  number  (e.g.,  social 
security  number  or  employer 
identification  number).  Such  database 
searches  must  be  conducted  without 
charge  to  a  lost  securityholder  and  with 
the  following  frequency: 

(1)  Within  three  months  of  such 
securityholder  becoming  a  lost 
securityholder;  and 

(ii)  Between  one  year  and  eighteen 
months  after  the  transfer  agent’s  first 
search  for  such  lost  securityholder. 

(2)  A  transfer  agent  may  not  use  a 
search  method  or  service  to  establish 
contact  with  lost  securityholders  that 
results  in  a  charge  to  a  lost 
securityholder  prior  to  completing  the 
searches  set  forth  in 'paragraphs  (a)(l)(i) 
and  (a)(l)(ii)  of  this  section. 

(b)  For  purposes  of  this  section: 

(1)  Information  database  service 

means  any  automated  database  service 
that: 

(1)  Contains  addresses  of  United  States 
residents  including  addresses  in  the 
geographic  area  in  which  the  lost 
securityholder’s  last  known  address  is 
located; 

(ii)  Covers  a  reasonably  broad 
geo^aphic  area; 

(iii)  Is  indexed  by  name  or  taxpayer 
identification  number;  and 

(iv)  Is  updated  at  least  four  times  a 
year. 

(2)  Lost  securityholder  means  a 
securityholder: 

(i)  To  whom  two  separate  items  of 

correspondence  that  were  sent  by  first 
class  mail  at  least  three  months  apart 
have  been  returned ^  undeliverable; 
and  ' 

(ii)  For  whom  the  transfer  agent  has 
not  received  information  regarding  the 
securityholder’s  new  address. 

(c)  Every  recordkeeping  transfer  agent 
shall  maintain  such  records  necessary  to 
demonstrate  compliance  with  the 
requirements  set  forth  in  this  section. 


Dated:  August  22, 1996. 

By  the  Commission. 

Margaret  H.  McFarland, 

Deputy  Secretary, 

(FR  Doc.  96-21892  Filed  8-27-96;  8:45  am) 
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DEPARTMENT  OF  THE  INTERIOR 

Office  of  Surface  Mining  Reciamation 
and  Enforcement 

30  CFR  Part  920 

[MO-040] 

Maryiand  Reguiatory  Program 

AGENCY:  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM), 
Interior. 

ACTION:  Proposed  rule;  public  comment 
period  and  opportunity  for  public 
hearing. 

SUMMARY:  OSM  is  annoimcing  receipt  of 
a  proposed  amendment  to  the  Maryland 
regulatory  program  (hereinafter  the 
“Maryland  program’’)  under  the  Surface 
Mining  Control  and  Reclamation  Act  of 
1977  (SMCRA).  The  proposed 
amendment  consists  of  revisions  to  the 
Maryland  statutes  pertaining  to  permit 
revocation,  reinstatement,  and 
reissuance.  The  amendment  is  intended 
to  revise  the  Maryiand  program  to  be 
consistent  with  the  corresponding 
Federal  regulations. 

DATES:  Written  comments  must  be 
received  by  4:00  p.m.,  [e.d.t.]  September 
27, 1996.  If  requested,  a  public  hearing 
on  the  proposed  amendment  will  be 
held  on  September  23, 1996.  Requests  to 
speak  at  the  hearing  must  be  received  by 
4:00  p.m.,  [e.d.t.],  on  September  12, 
1996. 

ADDRESSES:  Written  comments  and 
requests  to  speak  at  the  hearing  should 
be  mailed  or  hand  delivered  to  George 
Rieger,  Field  Branch  Chief,  at  the 
address  listed  below. 

Copies  of  the  Maryland  program,  the 
proposed  amendment,  a  listing  of  any 
scheduled  public  hearings,  and  all 
written  comments  received  in,  response 
to  this  document  will  be  available  for 
public  review  at  the  addresses  listed 
below  during  normal  business  hours, 
Monday  through  Friday,  excluding 
holidays.  Each  requester  may  receive 
one  fir^  copy  of  the  proposed 
amendment  by  contacting  OSM’s 
Appalachian  Regional  Coordinating 
Center. 

George  Rieger,  Field  Branch  Chief, 
Appalachian  Regional  Coordinating 
Center,  Office  of  Surface  Mining 
Reclamation  and  Enforcement,  3 
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Parkway  Center,  Pittsburgh,  PA 

15220.  Telephone:  (412)  937-2849. 
Maryland  Bureau  of  Mines,  160  South 

Water  Street,  Frostburg,  Maryland 

21532.  Telephone:  (301)  689-4136. 

FOR  FURTHER  INFORMATION  CONTACT: 
George  Rieger,  Field  Branch  Chief, 
Appalachian  Regional  Coordinating 
Center,  Telephone;  (412)  937-2849. 

SUPPLEMENTARY  INFORMATION: 

I.  Background  on  the  Maryland 
Program 

On  February  18, 1982,  the  Secretary  of 
the  Interior  approved  the  Maryland 
program.  Background  infoiination  on 
the  Maryland  program,  including  the 
Secretary’s  findings,  the  disposition  of 
comments,  and  the  conditions  of 
approval  can  be  found  in  the  February 
18, 1982,  Federal  Register  (47  FR  7214). 
Subsequent  actions  concerning  the 
conditions  of  approval  and  program 
amendments  can  be  found  at  30  CFR 
920.15  and  920.16. 

II.  Description  of  the  Proposed 
Amendment 

By  letter  dated  August  5, 1996 
(Administrative  Record  No.  MD-575- 
00)  Maryland  submitted  a  proposed 
amendment  to  its  program  pursuant  to 
SMCRA  at  its  own  initiative.  House  Bill 
1124  enacted  on  May  14, 1996,  revises 
the  provisions  of  Chapter  522  of  the 
Annotated  Code  of  Maryland  (Code)  that 
pertain  to  surface  coalmining. 
Specifically,  Maryland  proposes  to 
authorize  the  reinstatement  of  a  revoked 
permit  in  order  to  reissue  all  or  part  of 
the  permit  to  another  qualified  operator. 
The  new  operator  must  submit  certain 
information  prior  to  obtaining  a  reissued 
permit.  The  operator  of  a  revoked 
permit  forfeits  all  rights  and  claims  to 
the  permit. 

III.  Public  Comment  Procedures 

In  {accordance  with  the  provisions  of 
30  CFR  732.17(h),  OSM  is  seeking 
comments  on  whether  the  proposed 
amendment  satisfies  the  applicable 
program  approval  criteria  of  30  CFR 
732.15.  If  the  amendment  is  deemed 
adequate,  it  will  become  part  of  the 
Maryland  program. 

Written  Comments 

Written  comments  should  be  specific, 
pertain  only  to  the  issues  proposed  in 
this  rulemaking,  and  include 
explanations  in  support  of  the 
commenter’s  recommendations. 
Comments  received  after  the  time 
indicated  under  DATES  or  at  locations 
other  than  the  Appalachian  Regional 
Coordinating  Center  will  not  necessarily 
be  considered  in  the  final  rulemaking  or 
included  in  the  Administrative  Record. 


Public  Hearing 

Persons  wishing  to  speak  at  the  public 
hearing  should  contact  the  person  listed 
under  FOR  FURTHER  INFORMATION 
CONTACT  by  4:00  p.m.,  [e.d.t.]  on 
September  12, 1996.  'The  location  and 
time  of  the  hearing  will  be  arranged 
with  those  persons  requesting  the 
hearing.  If  no  one  requests  an 
opportunity  to  speak  at  the  public 
hearing,  the  hearing  will  not  be  held. 

Filing  of  a  written  statement  at  the 
time  of  the  hearing  is  requested  as  it 
will  greatly  assist  the  transcriber. 
Submission  of  written  statements  in 
advance  of  the  hearing  will  allow  OSM 
officials  to  prepare  adequate  responses 
and  appropriate  questions. 

The  public  hearing  will  continue  on 
the  specified  date  until  all  persons 
scheduled  to  speak  have  been  heard. 
Persons  in  the  audience  who  have  not 
been  scheduled  to  speak,  and  who  wish 
to  do  so,  will  be  heard  following  those 
who  have  been  scheduled.  The  hearing 
will  end  after  all  persons  scheduled  to 
speak  and  persoiis  present  in  the 
audience  who  wish  to  speak  have  been 
heard. 

Any  disabled  individual  who  has 
need  for  a  special  accommodation  to 
attend  a  public  hearing  should  contact 
the  individual  listed  under  FOR  FURTHER 
INFORMATION  CONTACT. 

Public  Meeting 

If  only  one  person  requests  an 
opportunity  to  speak  at  a  hearing,  a 
public  meeting,  rather  than  a  public 
hearing,  may  be  held.  Persons  wishing 
to  meet  with  OSM  representatives  to 
discuss  the  proposed  amendment  may 
request  a  meeting  by  contacting  the 
person  listed  under  FOR  FURTHER 
INFORMATION  CONTACT.  All  such  meetings 
will  be  open  to  the  public  and,  if 
possible,  notices  of  meetings  will  be 
posted  at  the  locations  list^  under 
ADDRESSES.  A  written  summary  of  each 
meeting  will  be  made  a  part  of  the 
Administrative  Record. 

IV.  Procedural  Determinations 

Executive  Order  12866 

This  rule  is  exempted  firom  review  by 
the  Office  of  Management  and  Budget 
(OMB)  under  Executive  Order  12866 
(Regulatory  Planning  and  Review). 

Executive  Order  12778 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  2  of  Executive  Order  12778 
(Civil  Justice  Reform)  and  has 
determined  that,  to  the  extent  allowed 
by  law,  this  rule  meets  the  applicable 
standards  of  subsections  (a)  and  (b)  of 
that  section.  However,  these  standards 
are  not  applicable  to  the  actual  language 


of  State  regulatory  programs  and 
program  amendments  since  each  such 
program  is  drafted  and  promulgated  by 
a  specific  State,  not  by  OSM.  Under 
sections  503  and  505  of  SMCRA  (30 
U.S.C.  1253  and  1255)  and  30  CFR 
730.11,  732.15,  and  732.17(h)(10), 
decisions  on  proposed  State  regulatory 
programs  and  program  amendments 
submitted  by  the.  States  must  be  based 
solely  on  a  determination  of  whether  tlie 
submittal  is  consistent  with  SMCRA  and 
its  implementing  Federal  regulations 
and  whether  the  other  requirements  of 
30  CFR  Parts  730,  731,  and  732  have 
been  met. 

National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d)) 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(C)  of  the  National 
Environmental  Policy  Act  (42  U.S.C. 
4332(2)(C)) 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  OMB  under  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3507  et  seq.). 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601  et  seq.).  The  State  submittal 
which  is  the  subject  of  this  rule  is  based 
upon  counterpart  Federal  regulations  for 
which  an  economic  analysis  was 
prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantia!  number  of  small  entities. 
Accordingly,  this  rule  will  ensure  that 
existing  requirements  previously 
promulgated  by  OSM  will  be 
implemented  by  the  State.  In  making  the 
determination  as  to  whether  this  rule 
would  have  a  significant  economic 
impact,  the  Department  relied  upon  the 
date  and  assumptions  for  the 
counterpart  Federal  regulations. 

Unfunded  Mandates 

This  rule  will  not  impose  a  cost  of 
$100  million  or  more  in  any  given  year 
on  any  governmental  entity  or  the 
private  sector. 

List  of  Subjects  in  30  CFR  Part  920 

Intergovernmental  relations.  Surface 
mining.  Underground  mining. 
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Dated:  August  20, 1996. 

Ronald  C  Recker, 

Acting  Regional  Director,  Appalachian 
Regional  Coordinating  Center. 

[FR  Doc.  96^21862  Filed  8-27-96;  8:45  am] 
BIUMQ  COOe  4310-0S-M 

30  CFR  Part  943 

[SPATS  No.  TX-017-FOR] 

Texas  Regulatory  Program 

AGENCY:  Office  of  Surface  Mining 
Reclamation  and  Enforcement  (OSM), 
Interior. 

ACTION:  Proposed  Rule;  Reopening  and 
extension  of  public  comment  period  on 
proposed  amendment. 

SUMMARY:  OSM  is  announcing  receipt  of 
revisions  pertaining  to  a  previously 
proposed  amendment  to  the  Texas 
regulatory  program  (hereinafter,  the 
“Texas  program”)  under  the  Surface 
Mining  Control  and  Reclamation  Act  of 
1977  (SMCRA).  The  revisions  of  Texas’ 
proposed  rules  pertain  to  exemption  for 
coal  extraction  incidental  to  the 
extraction  of  other  minerals;  surface 
water  information;  protection  of 
hydrologic  balance;  permitting;  siltation 
structures;  impoundments;  revegetation; 
definitions;  lands  imsuitable  for  mining; 
areas  designated  by  act  of  congress; 
prime  farmland;  notices  of  violation, 
hydrology  and  geology  requirements; 
use  of  explosives;  bond  release; 
assessment  of  civil  penalties;  and 
individual  civil  penalties.  Texas  also 
proposed  nonsubstantive  changes  in 
wording,  numbering,  and  pimctuation 
of  its  rules.  The  amendment  is  intended 
to  revise  the  State  program  to  be 
consistent  with  the  corresponding 
Federal  regulations. 

This  notice  sets  forth  the  times  and 
locations  that  the  Texas  program  and 
revisions  to  the  proposed  amendment  to 
that  program  are  available  for  public 
inspection,  and  the  reopened  comment 
period  during  which  interested  persons 
may  submit  written  comments  on  the 
proposed  amendment. 

DATES:  Written  comments  must  be 
received  by  4:00  p.m.,  c.d.t.,  September 
27, 1996. 

ADDRESSES:  Written  comments  should 
be  mailed  or  hand  delivered  to  Mr.  Jack 
R.  Carson,  Acting  Director,  Tulsa  Field 
Office,  at  the  address  listed  below. 

Copies  of  the  Texas  program,  the 
proposed  amendment,  and  all  written 
comments  received  in  response  to  this 
notice  will  be  available  for  public 
review  at  the  addresses  listed  below 
during  normal  business  hours,  Monday 
through  Friday,  excluding  holidays. 
Each  requester  may  receive  one  free 


copy  of  the  proposed  amendment  by 
contacting  OSM’s  Tulsa  Field  Office. 

Jack  R.  C^on,  Acting  Director,  Tulsa 
Field  Office,  Office  of  Svuface  Mining 
Reclamation  and  Enforcement,  5100 
East  Skelly  Drive,  Suite  470,  Tulsa, 
Oklahoma,  74135-6547,  Telephone: 

.  (918)  581-6430. 

Railroad  Commission  of  Texas,  Surface 
Mining  and  Reclamation  Division, 

1701  North  Congress  Avenue,  P.O. 

Box  12967,  Austin,  Texas,  78711- 
2967,  Telephone:  (512)  463-6900. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mr.  Jack  R.  Carson,  Acting  Director, 

Tulsa  Field  Office,  Telephone:  (918) 
581-6430. 

SUPPLEMENTARY  INFORMATION: 

I.  Background  on  the  Texas  Program 
On  February  16, 1980,  the  Secretary  of 
the  Interior  conditionally  approved  the 
»Texas  program.  General  bad^ground 
information  on  the  Texas  program, 
including  the  Secretary’s  findings,  the 
disposition  of  comments,  and  the 
conditions  of  approval,  can  be  found  in 
the  February  27, 1980,  Federal  Register 
(45  FR  12998).  Subsequent  actions 
concerning  the  Texas  program  and 
program  amendments  can  be  found  at 
30  CFR  943.10,  943,15,  and  943.16. 

n.  Proposed  Amendment 
By  letter  dated  May  13, 1993 
(Administrative  Record  No.  TX-551), 
Texas  submitted  a  proposed  amendment 
to  its  program  pursuant  to  SMCRA. 

Texas  submitt^  the  proposed 
amendment  in  response  to  letters  dated 
May  20, 1985;  Jime  9, 1987;  October  20, 
1988;  February  7, 1990;  and  February 
21, 1990  (Administrative  Record  Nos. 
TX-358,  TX-388,  TX-417,  TX-472,  and 
TX-476),  that  OSM  sent  to  Texas  in 
accordance  with  30  CFR  732.17(c)  and 
in  response  to  the  required  program 
amendments  at  30  Cra  943.16(k) 
through  (q).  OSM  annoimced  receipt  of 
the  proposed  amendment  in  the  Jime  21, 
1993,  Federal  Register  (58  FR  33785), 
provided  an  oppoitimity  for  a  public 
hearing  or  meeting  on  its  substantive 
adequacy,  and  invited  public  comment 
on  the  adequacy  of  the  amendment 
(Administrative  Record  No.  TX-556). 
The  public  comment  period  would  have 
closed  July  21, 1993.  However,  by  letter 
dated  July  16, 1993,  the  Texas  Mining 
and  Reclamation  Association  requested 
a  30-day  extension  of  time  in  wbdch  to 
review  and  provide  comments  on  the 
proposed  amendment  (Administrative 
Record  No.  TX-563).  OSM  announced 
receipt  of  the  extension  request  and 
reopened  the  comment  period  in  the 
August  16, 1993,  Federal  Register  (58 
FR  43308).  The  extended  public 
comment  period  ended  August  20, 1993. 


During  its  review  of  the  May  13, 1993, 
proposed  amendment,  OSM  identified 
concerns  relating  to  several  of  the 
proposed  regulations.  OSM  notified 
Texas  of  its  concerns  by  letter  dated  July 
25, 1994  (Administrative  Record  No. 
TX-578).  Further  Clarification  of  OSM’s 
concerns  were  provided  to  Texas  by 
letters  dated  November  4, 1994, 
November  21, 1994,  and  January  18, 

1995  (Administrative  Record  Nos.  "nC- 
581,  TX-589,  and  TX-585).  Texas 
responded  in  a  letter  dated  September 
18, 1995,  by  submitting  a  revised 
amendment  package  (Administrative 
Record  No.  ’rX-598).  OSM  annoimced 
receipt  of  the  proposed  amendment  in 
the  October  25, 1995,  Federal  Register 
(60  FR  54620)  and  invited  public 
comment  on  the  adequacy  of  the 
amendment.  The  public  comment 
period  closed  November  9, 1995. 

During  its  review  of  the  September  18, 
1995,  revised  amendment,  OSM 
identified  concerns  relating  to  several  of 
the  proposed  regulations.  OSM  notified 
Texas  of  its  concerns  by  letter  dated 
June  18, 1996,  (Administrative  Record 
No.  TX-614).  Texas  responded  in  a 
letter  dated  July  31, 1996,  by  submitting 
a  revised  amendment  package 
(Administrative  Record  No.  TX-621). 
Texas  proposed  revisions  to  its 
September  18, 1995,  revised  amendment 
submittal;  proposed  to  include  in  its 
approved  program  new  and  revised 
regulations  that  were  adopted  in  State 
rulemaking  at  Surface  Mining  and 
Reclamation  Division  (SMRD)  1-67, 
SMRD  2-87,  arid  SMRD  2-88;  and 
proposed  editorial  corrections 
throughout  its  regulations.  The 
substantive  proposals  are  discussed 
below. 

A.  Revisions  to  September  18,  1995, 
Revised  Amendment 

1. 'TCMR  Part  709  Exemption  for  Coal 
Extraction  Incidental  to  the  Extraction 
of  Other  Minerals 

a.  At  TCMR  709.027(f)  [originedly 
proposed  as  TCMR  702.11(f)],  Texas 
proposes  to  revise  the  provisions 
pertaining  to  administrative  review  of 
its  determinations  on  exemptions  for 
coal  extraction  incidental  to  the 
extraction  of  other  minerals  by  deleting 
paragraph  (f)(2)  and  revising  paragraph 
(f)(1)  €is  follows: 

(f)  Appeal  and  review.  Any  adversely 
affected  person  may  request  appeal  or  review 
of  a  determination  under  Paragraph  (e)  of  this 
Section  in  accordance  with  procedures 
established  imder  Section  787.222  of  this 
chapter. 

b.  At  TCMR  709.033(c)  [originally 
proposed  as  TCMR  702.17(c)],  Texas 
proposes  to  revise  the  provisions 
pertaining  to  revocation  of  an 
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exemption  for  coal  extraction  incidental 
to  the  extraction  of  other  minerals  by 
deleting  paragraph  (c)(3)  and  revising 
paragraph  (c)(2)  as  follows: 

Any  adversely  affected  person  may  request 
appeal  or  review  of  a  decision  whether  to 
revoke  an  exemption  in  accordance  with 
procedures  established  under  Section 
787.222  of  this  chapter. 

2.  TCMR  779.129  (Surface)  and  TCMR 
783.175  (Underground)  Surface  Water 
Information 

At  TCMR  779.129  and  783.175,  Texas 
proposes  to  require  the  name,  location, 
ownership,  and  description  of  all 
surface  water  bodies  in  the  proposed 
permit  and  adjacent  areas.  Texas  also 
proposes  to  require  information  on 
surface-water  quantity  and  quality 
sufficient  to  demonstrate  seasonal 
variation  and  water  usage. 

3.  TCMR  780.146  (Surface)  and  TCMR 
784.188  (Underground)  Reclamation 
Plan:  Protection  of  Hydrologic  Balance 

a.  At  TCMR  780.146(a).  Texas 
proposed  to  add  references  to  Sections 
816.340  and  816.341.  At  TCMR 

784. 188(a),  Texas  proposes  to  add 
references  to  sections  817.509-.511, 
817.516,  and  817.518-23. 

b.  At  TCMR  780.146(d)(5),  Texas 
proposes  to  add  references  to  Sections 
779.128  and  779.129.  At  TCMR 
784.188(d)(5)  Texas  proposes  to  add 
references  to  Sections  783.174  and 
783.175.  The  following  provision  was 
added  to  both  TCMR  780.146(d)(5)  and 
784.188(d)(5). 

Information  shall  be  provided  on  water 
availability  and  alternative  water  sources, 
including  the  suitability  of  alternative  water 
sources  for  existing  premining  uses  and 
approved  postmining  land  uses. 

4.  TCMR  786.220  Conditions  of  Permits: 
General  and  Right  of  Entry 

At  TCMR  786.220(d),  Texas  proposes 
to  add  language  that  requires  operators 
to  pay  all  reclamation  fees  required  by 
30  CFR  Subchapter  R. 

5.  TCMR  817.514  (Underground) 
Hydrologic  Balance:  Siltation  Structiues 

At  TCMR  817.514,  Texas  proposes  to 
remove  the  language  “in  Paragraph 
(c)(2)(ii)  of  this  section,  except  as  set 
forth.” 

6.  TCMR  816.347  (Surface)  and  TCMR 
817.517  (Underground)  Hydrologic 
Balance:  Permanent  and  Temporary 
Impotmdments 

Texas  proposes  to  revise  TCMR 
816.347(a)(5)  and  817.517(a)(5)  to  add 
language  requiring  impoundments  to 
have  adequate  fieeboaM  so  as  to  resist 
overtopping  by  waves  and  by  sudden 
increases  in  storage  volume. 


7.  TCMR  816.390  (Surface)  and  TCMR 
817.555  (Undergroimd)  Revegetation: 
General  Requirements 

Texas  proposes  to  remove  the  current 
language  from  these  sections  and  add 
the  following  new  language. 

(a)  The  permittee  shall  establish  on 
regraded  areas  and  on  all  other  disturbed 
areas  except  water  areas  and  surface  areas  of 
roads  that  are  approved  as  part  of  the 
postmining  land  use,  a  vegetative  cover  that 
is  in  accordance  with  the  approved  permit 
and  reclamation  plan  and  that  is — 

(1)  Diverse,  effective,  and  permanent; 

(2)  Comprised  of  species  native  to  the  area, 
or  of  introduced  species  where  desirable  and 
necessary  to  achieve  the  approved 
postmining  land  use  and  approved  by  the 
Commission; 

(3)  At  least  equal  in  extent  of  cover  to  the 
natural  vegetation  of  the  area;  and 

(4)  Capable  of  stabilizing  the  soil  surface 
from  erosion. 

(b)  The  reestablished  plan  species  shall — 

(1)  Be  compatible  with  the  approved 
postmining  land  use; 

(2)  Have  the  same  seasonal  characteristics 
of  growth  as  the  original  vegetation; 

(3)  Be  capable  of  self-regeneration  and 
plant  succession; 

(4)  Be  compatible  with  the  plant  and 
animal  species  of  the  area;  and 

(5)  Meet  the  requirements  of  applicable 
State  and  Federal  seed,  poisonous  and 
noxious  plant,  and  intit^uced  species  laws 
or  regulations. 

(c)  The  Commission  may  grant  exception  to 
the  requirements  of  Paragraphs  (b)(2)  and 
(b)(3)  of  this  Section  when  the  species  are 
necessary  to  achieve  a  quick-growing, 
temporary,  stabilizing  cover,  and  measures  to 
establish  permanent  vegetation  are  included 
in  the  approved  permit  and  reclamation  plan. 

(d)  When  the  Commission  approves  a 
cropland  postmining  land  use,  the 
Commission  may  grant  exception  to  the 
requirements  of  Paragraphs  (a)(1),  (a)(3), 

(b)(2),  and  (b)(3)  of  this  Section.  The 
requirements  of  Part  823  of  this  Chapter 
apply  to  areas  identified  as  prime  farmland. 

8.  Texas  is  withdrawing  its  proposed 
revegetation  guidelines  entitled  “Field 
Sampling  Procedures  for  Determining 
Ground  Cover,  Productivity,  and 
Woody-Plant  Stocking  Success  of 
Reclaimed  Surface  Mined  Land  Uses; 
Revegetation  Success  Standards  for 
Reclaimed  Surface  Mined  Land  Uses; 
and  Normal  Husbandry  Practices  on 
Unmined  Land.” 

B.  SMRD  1-87.  Texas  proposes  to 
include  in  its  approved  program  the 
following  regtilations  as  added  or 
revised  in  State  rulemaking  SMRD  1-87. 

1.  TCMR  701.008  Definitions 

The  definitions  for  “cropland”  at 
TCMR  701.008(25),  “historically  used 
for  cropland”  at  TCMR  701.008(41), 
“prime  farmland”  at  TCMR  701.008(67), 
“soil  horizons”  at  TCMR  701.008(84), 
and  “topsoil”  at  TCMR  701.008(95) 
were  revised. 


2.  TCMR  Peut  760  Lands  Unsuitable  for 
Mining — General 

a.  TCMR  760.069,  Objectives.  Texas 
replaced  the  currently  approve  language 
in  TCMR  760.069  with  the  following 
language. 

This  Subchapter  establishes  the  procediues 
and  standards  to  be  followed  in  determining 
whether  a  proposed  surface  coal  mining  and 
reclamation  operation  can  be  authorized  in 
light  of  the  prohibitions  and  limitations  in 
Section  33  of  the  Act  for  those  types  of 
operations  on  certain  public  and  private 
lands. 

b.  TCMR  760.070,  Definitions.  1’exas 
munbered  its  definitions  TCMR  760.070 
(1)  through  (14);  added  a  new  definition 
for  “owner  of  record”  or  “ownership 
interest  of  record”  at  TCMR  760.070(5) 
and  “publicly-owned  park”  at  TCMR 
760.070(9):  and  made  nonsubstantive 
paragraph  notation  and  wording 
changes  to  its  definitions  for  “public 
building”  at  TCMR  760.070(6),  “public 
park”  at  TCMR  760.070(7),  and 
“significant  recreational,  timber, 
economic,  or  other  values  incompatible 
with  siuface  coal  mining  operations”  at 
TCMR  760.070(11). 

3.  TCMR  Part  761  Areas  Designated  by 
Act  of  Congress 

a.  TCMR  761.071,  Areas  Where 
Mining  is  Prohibited  or  limited.  Texas 
added  a  new  provision  at  TCMR 
761.071(b)  concerning  prohibition  of 
mining  on  Federal  lands;  added  a  new 
provision  at  TCMR  761.071(e)(2) 
concerning  an  exception  to  the 
prohibition  of  mining  within  300  feet  of 
an  occupied  dwelling  for  specific  haul 
roads  or  access  roads;  and  made 
nonsubstantive  editorial  or  wording 
changes  at  redesignated  TCMR 
761.071(c),  (d)(2).  (e).  (e)(1).  (f).  and  (g). 

b.  TCMR  761.072  Procedures  for 
Determining  Whether  Surface  Mining 
Operations  are  Limited  or  Prohibited. 
Texas  made  nonsubstantive  editorial 
and  wording  changes  to  TCMR 
761.072(a).  (b).  (c).  (d)(1).  (d)(2),  (d)(3). 
(g),  and  (h);  made  substantive  revisions 
to  TCMR  761.072(d)(4)  concerning  a 
written  finding  as  to  whether  the 
interest  of  the  public  and  affected 
landowners  will  be  protected  from  the 
proposed  mining  operation;  added  a 
new  provision  at  TCMR  761.072(d)(4) 
pertaining  to  mining  within  100  feet  of 
the  outside  right-of-way  line  of  a  road 
and  relocation  or  closure  of  a  road; 
made  substantive  revisions  to  TCMR 
761.072(e)  concerning  a  written  waiver 
for  conducting  mining  within  300  feet  of 
an  occupied  dwelling;  and  made 
substemtive  revisions  to  TCMR 
761.072(f)  concerning  the  Commission’s 
determination  that  a  proposed  surface 
coal  mining  operation  will  adversely 
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affect  any  publicly  owned  park  or  any 
place  included  in  the  National  Register 
of  Historic  Places. 

4.  TCMR  Part  762  Criteria  for 
Designating  Areas  as  Unsuitable  for 
Surface  Coal  Mining  Operations 

Texas  made  nonsubstantive  editorial 
and  wording  changes  throughout  this 
part  and  substantive  revisions  or 
additions  to  the  following  provisions. 

a.  TCMR  762.074,  Definitions.  Texas 
added  a  definition  at  TCMR  762.074(4) 
for  “renewable  resource  lands”  and 
made  substantive  revisions  to  its 
definition  at  TCMR  762.072(5)  for 
“substantial  legal  and  financial 
commitments  in  a  surface  coal  mining 
operation.” 

b.  TCMR  762.076,  Land  Exempt  From 
Designation  as  Unsuitable  for  Surface 
Coal  Mining  Operations.  Texas  revised 
TCMR  762.076(a)  by  changing  the  date 
of  exemption  from  August  3, 1977,  to 
“the  date  of  enactment  of  the  Act.” 

5.  TCMR  Part  764  Process  for 
Designating  Areas  Unsuitable  for 
Siuface  Co^  Mining  Operations 

Texas  made  nonsubstantive  editorial 
and  wording  changes  and  clarifying 
language  changes  throughout  this  part. 
Texas  made  substantive  revisions  or 
additions  to  the  following  provisions. 

a.  TCMR  764.079,  Procedures: 
Petitions.  Texas  added  a  new  provision 
at  TCMR  764.079(a)  pertaining  to  an 
“injury  in  fact”  test  for  persons 
petitioning  the  Commission  to  have  an 
area  designated  as  unsuitable  for 
mining. 

Texas  made  substantive  revisions  at 
TCMR  764.079(b)  pertaining  to  the 
Commission’s  determination  of  the 
information  that  must  be  provided  by 
the  petitioner  for  designations  of  lands 
as  imsuitable  for  surface  coal  mining 
operations  and  at  TCMR  764.079(c) 
pertaining  to  the  Commission’s 
determination  of  the  information  that 
must  be  provided  by  petitioner  to 
terminate  designations  of  lands  as 
unsuitable  for  mining. 

b.  TCMR  764.080  Procedures:  Initial 
Processing,  Recordkeeping,  and 
Notification  Requirements.  Texas 
revised  TCMR  764.080(a)(1)  by  changing 
the  time  for  notifying  the  petitioner  of 
whether  the  petition  is  complete  firom 
90  days  to  60  days.  Texas  also  added  a 
definition  for  “complete,  for  a 
designation  or  termination  petition.” 

At  TCMR  764.080(a)(4),  'Texas  added 
“or  that  the  petitioner  does  not  meet  the 
requirement  of  Section  .079(a)”  to  its 
Ust  of  reasons  for  returning  the  petition 
to  the  petitioner.  Texas  also  de^ed 
“fiivolous  petition.” 

Texas  made  a  substantive  revision  to 
TCMR  764.080(a)(7)  concerning  the 


Commission’s  determination  not  to 
process  a  petition  pertmning  to  lands  for 
which  an  administratively  complete 
permit  application  had  b^n  filed  and 
the  first  newspaper  notice  had  been 
published. 

Texas  made  a  substantive  revision  to 
TCMR  764.080(b)(1)  concerning 
notification  of  the  general  public  of  the 
receipt  of  a  petition  and  to  TCMR 
764.080(b)(2)  concerning  provision  for  a 
hearing  or  a  period  of  written  comments 
on  completeness  of  petitions. 

At  TCMR  764.080(d),  Texas  added  a 
new  provision  that  requires  the 
Commission  to  maintain  information  at 
or  near  the  area  in  which  the  petitioned 
land  is  located. 

c.  TCMR  764.081  Procedures:  Hearing 
Requirements.  At  TCMR  764.081(a), 
Texas  clarified  an  expanded  it 
provisions  concerning  the  procedures 
for  a  public  hearing  on  petitions. 

At  TCMR  764.081(b)(1)(C),  Texas 
proposes  to  also  give  notice  of  the  date, 
time,  and  location  of  a  hearing  to  “any 
person  known  by  the  Commission  to 
have  a  property  interest  in  the 
petitioned  area”  via  regular  mail.  At 
TCMR  764.081(b)(2),  Texas  proposes  to 
send  notice  to  petitioners  and 
intervenors  by  certified  mail  and  to 
government  agencies  and  property 
owners  by  regular  mail. 

d.  TCMR  764.082  Procedures: 
Decision.  At  TCMR  764.082(b),  Texas 
proposes  to  send  the  decision  “by 
certified  mail  to  the  petitioner  and 
intervenors  and  by  regular  mail  to  all 
other  persons  with  an  ownership 
interest  of  record  and  persons  known  to 
the  Commission  to  have  an  interest  in 
the  property  as  evidenced  by  the 
hearingrraistration  forms.” 

At  TCK®  764.082(c),  Texas  clarifies 
that  “all  relevant  portions  of  the  data 
base,  inventory  system,  and  public 
comments  received  during  the  public 
comment  period  set  by  the  Commission 
shall  be  considered  and  included  in  the 
record  of  the  administrative 
proceediM.” 

e.  TCMR  764.084  Public  Information. 
At  TCMR  764.084,  Texas  specifies  that 
it  will  make  information  in  the  data  base 
and  inventory  system  available  to  the 
public  “except  that  specific  information 
relating  to  location  of  properties 
proposed  to  be  nominated  to,  or  listed 
in,  the  National  Register  of  Historic 
Places  need  not  be  disclosed  if  the 
Commission  determines  that  the 
disclosure  of  such  information  could 
create  a  risk  of  destruction  or  harm  to 
such  properties.” 

6.  TCMR  785.201  Prime  Farmland 

Texas  revised  its  prime  farmland  plan 
provisions  at  TCMR  785.201(b)(1) 
concerning  the  requirement  for  a  soil 


survey;  TCMR  785.201(b)(2)  concerning 
the  requirement  for  a  plan  for  soil 
reconstruction,  replacement,  and 
stabilization;  'TCN^  785.201(b)(3) 
concerning  a  requirement  for  scientific 
data;  and  TCMR  785.201(b)(4) 
concerning  a  requirement  for  the 
productivity  data  prior  to  mining.  Texas 
also  revised  its  provision  for 
consultation  with  the  Secretary  of 
Agriculture  at  TCMR  785.201(c)  and  its 
provision  for  permit  issuance  at  TCMR 
785.201(d)(2). 

7.  TCMR  Part  823  Specied  Permanent 
Program  Performance  Standards — 
Operations  on  Prime  Farmland 

Texas  proposes  to  revise  TCMR 

823.620  pertaining  to  prime  farmland 
applicability  and  special  requii'ements 
by  adding  new  paragraphs  (a)(1)  and 
(a)(2);  redesignating  the  introductory 
paragraph  as  (b),  paragraph  (a)  as  (b)(1), 
and  (b)  as  (b)(2);  and  removing  old 
paragraph  (c).  New  paragraphs  (a)(1) 
and  (a)(2)  pertain  to  prime  farmland 
areas  that  are  not  subject  to  the 
recrements  of  Part  823. 

'Texas  proposes  to  amend  TCMR 

823.621  pertaining  to  prime  farmland 
soil  removal  by  revising  paragraphs 
(a)(1),  (a)(2),  and  (b)  and  removing 
paragraph  (a)(3).  'The  substantive 
revision  to  this  section  concerns  the 
requirement  that  other  suitable  soil 
materials  have  a  “greater”,  rather  than 
“equal  or  greater,”  productive  capacity 
than  the  topsoil  which  existed  prior  to 
mining. 

Texas  proposes  to  amend  TCMR 

823.622  ptertaining  to  prime  farmland 
soil  stockpiling  by  reorganizing  the 
existing  requirements  into  paragraphs 
(a),  (b),  and  (c). 

"Texas  proposes  to  delete  TCMR 

823.623  pertaining  to  an  alternative  to 
separate  soil  horizon  removal  and 
stockpilii^. 

At  TCh^  823.624  pertaining  to  prime 
farmland  soil  replacement,  Texas 
proposes  to  add  new  paragraph  (a)  and 
to  redesignate  existing  paragraphs  (a) 
through  (f)  as  (b)  throu^  (g).  New 
paragraph  (a)  concerns  soil 
reconstruction  specification  established 
by  .the  U.S.  Soil  Conservation  Service. 
Editorial  and  nonsubstantive  language 
changes  were  made  to  the  existing 
paragr^hs. 

At  TC^R  823.625,  Texas  proposes  to 
expand  and  clarify  its  requirements  for 
prime  farmland  revegetation  and 
restoration  of  soil  productivity. 

8.  TCMR  843.681  Notices  of  Violation 

At  TCMR  843.681(c),  Texas  added  an 

exception  to  the  requirement  that  the 
total  time  for  abatement  of  a  notice  of 
violation  shall  not  exceed  90  days  fiom 
the  date  of  issuance.  New  paragraph  (f) 
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provides  the  circumstances  that  would 
be  considered  for  an  extension  to  the 
abatement  period.  New  paragraph  (g) 
provides  that  interim  abatement 
measures  shall  be  imposed  when  an 
abatement  time  in  excess  of  90  days  is 
allowed.  New  paragraph  (h)  provides 
procedures  for  the  authorized 
representative’s  determination  on  a 
request  for  extension  of  the  abatement 
period.  New  paragraph  (i)  provides  that 
the  determination  under  paragraph  (h) 
shall  be  in  writing  and  contain  a  right 
of  review.  New  paragraph  (j)  specifies 
that  an  extension  may  not  exceed  90 
days  and  allows  the  permittee  to  request 
further  extension. 

C.  SMRD  2-87.  Texas  proposes  to 
include  in  its  approved  program  the 
following  regulations  as  added  or 
reviewed  in  State  rulemaking  SMRD  2- 
87. 

1.  TCMR  701.008  Definitions.  The 
dehnitions  for  “coal  mine  waste”  at 
TCMR  701.008(18),  “coal  preparation” 
at  TCMR  701.008(19),  “experimental 
practice”  at  TCMR  701.008(34), 
“professional  specialist”  at  TCMR 
701.008(69),  “registered  professional 
engineer”  at  TCMR  701.008(76), 
“unwarranted  failure  to  comply”  at 
TCMR  701.008(102),  and  “willful 
violation”  at  TCMR  701.008(107)  were 
added  to  the  definition  section. 

2.  TCMR  779.127  Geology 
Description.  Texas  revised  TCMR 
779.127(a)  by  expanding  and  clarifying 
the  geology  information  that  must  be 
included  in  a  permit  application. 

3.  TCMR  780.141  Operations  Plan: 
Blasting.  Texas  added  two  additional 
requirements  for  permit  application 
blasting  plans:  a  description  of  ground 
vibration  and  airblast  limitations  at 
TCMR  780.141(g)  and  a  description  of 
the  methods  to  be  used  in  controlling 
adverse  effects  of  blasting  at  TCMR 
780.141(h). 

4.  TCMR  780.146  (Surface)  and  TCMR 
784.188  (Underground)  Reclamation 
Plan:  Protection  of  Hydrologic  Balance. 
Texas  revised  TCMR  780.146(a)  and 
784.188(a)  by  expanding  and  clarifying 
the  hydrologic  information  that  must  be 
included  in  permit  applications;  added 
TCMR  780.146(d)  and  784.188(d)  to 
require  a  probable  hydrologic 
consequences  determination  be 
included  in  permit  applications;  and 
added  TCMR  780.146(e)  and  784.188(e) 
concerning  the  requirement  for  a 
cumulative  hydrologic  impact 
assessment. 

5.  TCMR  788.232  Transfer, 
Assignment  or  Sale  of  Permit  Rights: 
Obtaining  Approval.  Texas  revised 
TCMR  788.232(c)(2)  by  changing  the 
term  “person  seeking  approval”  to 
“applicant.” 
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6.  TCMR  806.311  Terms  and 
Conditions  for  Liability  Insurance.  Texas 
revised  TCMR  806.311(d)  by  adding 
language  concerning  what  is  required 
for  an  applicant  to  meet  self-insurance 
requirements. 

7.  TCMR  807.312  Procedure  for 
Seeking  Release  of  Performance  Bond. 
Texas  revised  TCMR  807.312  (b)  and  (c) 
concerning  the  Commission’s  inspection 
and  revaluation  of  the  reclamation  on 
areas  required  to  be  released  from  bond. 

8.  TCMR  816.357  and  TCMR  817.526 
Use  of  Explosives:  General 
Requirements.  Texas  revised  TCMR 
816.357(c)  and  817.526(c)  concerning 
responsibilities  of  the  person 
responsible  for  blasting  operations  by- 
adding  two  additional  responsibilities  at 
(c)(1)  and  (c)(2).  Texas  also  added 
TCMR  816.357(d)  and  817.526(d) 
concerning  submittal  of  an  anticipated 
blast  design  under  specified 
circumstances. 

9.  TCMR  816.358  and  TCMR  817.527 
Use  of  Explosives:  Pre-Blasting  Survey. 
Texas  revised  TCMR  816.358(a)  and 
817.527(a)  by  adding  the  requirement 
that  the  operator  notify  residents  or 
owners  of  dwellings  or  other  structures 
of  how  to  request  a  preblasting  survey. 
Texas  also  added  TCMR  816.358(d)  and 
817.527(d)  to  require  that  pre-blasting 
surveys  requested  before  the  tenth  day 
of  planned  blasting  be  completed  before 
the  blasting. 

10.  TCMR  817.500  Signs  and  Markers. 
Texas  revised  TCMR  817.500(f) 
concerning  warning  signs  of  surface 
blasting  incidental  to  underground 
mining  activities. 

11.  TCMR  817.528  Use  of  Explosives: 
Control  of  Adverse  Effects.  Texas  made 
substantive  revisions  to  TCMR 
817.528(a)  concerning  general 
requirements  for  controlling  adverse 
effects  of  blasting;  TCMR  817.528(b) 
concerning  scheduled  blasting;  TCMR 
817.528(e)  concerning  access  control; 
TCMR  817.528(f)  concerning  airblast 
limits  and  monitoring;  and  TCMR 
817.528(g)  concerning  flyrock 
limitations.  Texas  added  provisions  at 
TCMR  817.528(c)  concerning 
unscheduled  blasting;  TCMR  817.528(d) 
concerning  blasting  signs,  warnings,  and 
access  control;  and  TCMR  817.528(h) 
concerning  ground  vibration. 

12.  TCMR  817.529  Use  of  Explosives; 
Seismographic  Measurements.  Texas 
deleted  this  section  in  State  rulemaking 
SMRD  2-87. 

13.  TCMR  817.530  Use  of  Explosives: 
Records  of  Blasting  Operations.  Texas 
revised  and  clarified  the  existing 
provisions  concerning  the  requirement 
for  operator’s  to  retain  a  record  of  each 
blast. 

14.  TCMR  843.682  Suspension  or 
Revocation  of  Permits.  Texas  deleted  the 
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definitions  for  “willful  violation”  and 
“unwarranted  failure  to  comply”  from 
TCMR  843.682(a)(1)  and  added  them  to 
TCMR  701.008. 

15.  TCMR  845.695  Procedures  for 
Assessment  of  Civil  Penalties.  Texas 
revised  TCMR  845.695(b)  by  adding  a 
provision  at  (b)(1)  concerning  service  of 
proposed  assessments.  Tendering  a 
proposed  assessment  at  the  address  of 
the  person  to  whom  it  was  issued,  even 
if  the  person  refuses  to  accept  delivery, 
meets  the  requirements  of  service. 

D.  SMRD  2-88.  Texas  proposes  to 
include  in  its  approved  program  the 
following  regulations  as  added  or 
revised  in  State  rulemaking  SMRD  2-88. 

1.  TCMR  807.312  Procedure  for 
Seeking  Release  of  Performance  Bond. 
Texas  included  revisions  to  TCMR 
807.312(a)  concerning  the  filing  of  a 
request  for  release  of  performance  bond 
or  deposit. 

2.  TCMR  Part  846  Individual  Civil 
Penalties.  Texas  included  new 
regulations  at  TCMR  846.001 
concerning  definitions  for  “knowingly”, 
“violation,  failure,  or  refusal”,  and 
“willfully”;  TCMR  846.002  concerning 
when  an  individual  civil  penalty  may  be 
assessed;  TCMR  846.003  concerning  the 
criteria  used  in  determining  the  amount 
of  an  individual  civil  penalty;  TCMR 
346.004  concerning  procedures  for 
service  of  a  notice  of  proposed 
individual  civil  penalty  assessment  and 
the  opportunity  for  review;  and  TCMR 
846.005  concerning  requirements  for 
payment  of  a  penalty. 

E.  Additional  Proposed  Changes 

1.  TCMR  701.003(1).  Texas  proposes 
to  change  the  definitions  of  “Act”  to 
reflect  recent  recodification  of  the  Texas 
Surface  Coal  Mining  and  Reclamation 
Act  at  Chapter  134  of  the  Texas  Natural 
Resources  Code. 

2.  TCMR  701.003(3).  Texas  proposes 
to  change  the  definition  of  “APTRA”  to 
reflect  recent  recodification  of  its 
Administrative  Procedure  Act  (APA)  at 
Chapter  2001,  Texas  Government  Code. 

III.  Public  Comment  Procedures 

In  accordance  with  the  provisions  of 
30  CFR  732.17(h),  OSM  is  seeking 
comments  on  whether  the  proposed 
amendment  satisfies  the  applicable 
program  approval  criteria  of  30  CFR 
732.15.  If  the  amendment  is  deemed 
adequate,  it  will  become  part  of  the 
Texas  program. 

Written  Comments 

Written  comments  should  be  specific, 
pertain  only  to  the  issue  proposed  in 
this  rulemaking,  and  include 
explanations  in  support  of  the 
commenter’s  recommendations. 
Comments  received  after  the  time 
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indicated  under  DATES  or  at  locations 
other  than  the  Tulsa  Field  Office  will 
not  necessarily  he  considered  in  the 
final  rulemaking  or  included  in  the 
Administrative  Record. 

IV.  Procedural  Determinations 

Executive  Order  12866 

This  rule  is  exempted  from  review  by 
the  Office  of  Management  and  Budget 
(OMB)  under  Executive  Order  12866 
(Regulatory  Planning  and  Review). 

Executive  Order  12988 

The  Department  of  the  Interior  has 
conducted  the  reviews  required  by 
section  3  of  Executive  Order  12988 
(Civil  Justice  Reform)  and  has 
determined  that,  to  the  extent  allowed 
by  law,  this  rule  meets  the  applicable 
standards  of-subsections  (a)  and  (b)  of 
that  section.  However,  these  standards 
are  not  applicable  to  the  actual  language 
of  State  regulatory  programs  and 
program  amendments  since  each  such 
program  is  drafted  and  promulgated  by 
a  specific  State,  not  by  OSM.  Under 
Sections  503  and  505  of  SMCRA  (30 
U.S.C.  1253  and  1255)  and  30  CFR 
730.11,  732.15,  and  732.17(h)(10), 
decisions  on  proposed  State  regulatory 
programs  and  program  amendments 
submitted  by  the  States  must  be  based 
solely  on  a  determination  of  whether  the 
submittal  is  consistent  with  SMCRA  and 
its  implementing  Federal  regulations 
and  whether  the  other  requirements  of 
30  CFR  Parts  730,  731,  and  732  have 
been  met. 

National  Environmental  Policy  Act 

No  environmental  impact  statement  is 
required  for  this  rule  since  section 
702(d)  of  SMCRA  (30  U.S.C.  1292(d)) 
provides  that  agency  decisions  on 
proposed  State  regulatory  program 
provisions  do  not  constitute  major 
Federal  actions  within  the  meaning  of 
section  102(2)(C)  of  the  National 
Environmental  Policy  Act  (42  U.S.C. 
4332(2)(C)). 

Paperwork  Reduction  Act 

This  rule  does  not  contain 
information  collection  requirements  that 
require  approval  by  OMB  under  the 
Paperwork  Reduction  Act  (44  U.S.C. 
3507  et  seq.). 

Regulatory  Flexibility  Act 

The  Department  of  the  Interior  has 
determined  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
under  the  Regulatory  Flexibility  Act  (54 
U.S.C.  601  et  seq.).  The  State  submittal 
which  is  the  subject  of  this  rule  is  based 
upon  counterpart  Federal  regulations  for 
which  an  economic  analysis  was 


prepared  and  certification  made  that 
such  regulations  would  not  have  a 
significant  economic  effect  upon  a 
substantial  number  of  small  entitles. 
Accordingly,  this  rule  will  ensure  that 
existing  requirements  previously 
promulgated  by  OSM  will  be 
implemented  by  the  State.  In  making  the 
determination  as  to  whether  this  rule 
would  have  a  significant  economic 
impact,  the  Department  relied  upon  the 
data  and  assumptions  for  the 
counterpart  Federal  regulations. 

Unfunded  Mandates 

This  rule  will  not  impose  a  cost  of 
$100  million  or  more  in  any  given  year 
on  any  governmental  entity  or  the 
private  sector. 

List  of  Subjects  in  30  CFR  Part  943 

Intergovernmental  relations.  Surface 
mining.  Underground  mining. 

Dated:  August  16, 1996. 

Brent  Wahlquist, 

Regional  Director,  Mid-Continent  Regional 
Coordinating  Center. 

[FR  Doc.  96-21861  Filed  8-27-96;  8:45  am] 
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ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  52 

[CO35-1-6190.  C041-1-6826,  CO40-1- 
6701,  C042-1-6836;  FRL-5559-6] 

Clean  Air  Act  Approval  and 
Promulgation  of  State  implementation 
Pians;  Coiorado;  New  Source  Review 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Proposed  rule. 

SUMMARY:  EPA  is  proposing  to  approve 
the  State  implementation  plan  (SIP) 
revisions  submitted  by  the  Governor  of 
Colorado  on  November  12, 1993,  August 
25, 1994,  September  29, 1994, 

November  17, 1994,  and  January  29, 
1996.  These  submittals  revised  Colorado 
Regulation  No.  3  and  the  Common 
Provisions  Regulation  pertaining  to  the 
State’s  new  source  review  (NSR) 
permitting  requirements.  The  submittals 
included  revisions  to  make  the  State’s 
NSR  rules  more  compatible  with  its  title 
V  operating  permit  program,  the 
addition  of  nonattainment  NSR 
provisions  for  new  and  modified  major 
sources  of  PM-10  precursors  locating  in 
the  Denver  PM-10  nonattainment  area, 
a  change  from  the  dual  “source” 
definition  to  the  plantwide  definition  of 
“source”  in  the  State’s  nonattainment 
NSR  permitting  requirements,  and 
correction  of  deficiencies  in  the  State’s 


construction  permitting  rules.  EPA  is 
proposing  to  approve  these  regulatory 
revisions  because  they  provide  for 
consistency  with  the  Clean  Air  Act 
(Act),  as  amended,  and  the 
corresponding  Federal  regulations  and 
guidance. 

DATES:  Comments  must  be  received  in 
writing  on  or  before  October  28, 1996. 
ADDRESSES:  Written  comments  should 
be  addressed  to:  Vicki  Stamper,  8P2-A, 
Environmental  Protection  Agency, 
Region  VIII,  999  18th  Street,  Suite  500, 
Denver,  Colorado,  80202-2466.  Copies 
of  the  State’s  submittals  and  other 
information  relevant  to  this  proposed 
action  are  available  for  inspection 
during  normal  business  hours  at  the 
following  locations:  Air  Program, 
Environmental  Protection  Agency, 
Region  VIII,  999  18th  Street,  Suite  500, 
Denver,  Colorado  80202-2405;  and  the 
Air  Pollution  Control  Division,  Colorado 
Department  of  Public  Health  and 
Environment,  4300  Cherry  Creek  Drive 
South,  Denver,  Colorado  80222-1530. 
FOR  FURTHER  INFORMATION  CONTACT: 

Vicki  Stamper  at  (303)  312-6445. 
SUPPLEMENTARY  INFORMATION:  Section 
110(k)  of  the  Act  sets  out  provisions 
governing  EPA’s  review  of  SIP 
submittals  (see  57  FR  13565-13566). 

1.  Procedural  Background 

The  Act  requires  States  to  observe 
certain  procedural  requirements  in 
developing  implementation  plans  and 
plan  revisions  for  submission  to  EPA. 
(See  sections  110(a)(2)  and  110(1)  of  the 
Act.)  EPA  also  must  determine  whether 
a  submittal  is  complete  and  therefore 
warrants  further  EPA  review  and  action 
(see  section  110(k)(l)  of  the  Act  and  57 
FR  13565).  The  EPA’s  completeness 
criteria  for  SIP  submittals  are  set  out  at 
40  CFR  part  51,  appendix  V. 

To  entertain  puDlic  comment,  the 
Colorado  Air  Quality  Control 
Commission  (AQCC),  after  providing 
adequate  notice,  held  public  hearings  on 
(1)  August  20, 1992  regarding  changes  to 
the  definition  of  “source”  in  the 
Common  Provisions  Regulation  and 
Regulation  No.  3;  (2)  July  15, 1993 
regarding  revisions  to  make  the  State’s 
title  V  and  NSR  programs  more 
compatible  and  on  the  complete 
restructuring  of  Regulation  No.  3;  (3) 
February  17, 1994  regarding  PM-10 
precursor  NSR  provisions  for  the  Denver 
moderate  PM-10  nonattainment  area; 

(4)  August  18, 1994  regarding  revisions 
to  Regulation  No.  3  addressing  title  V/ 
SIP  deficiencies;  and  (5)  March  16, 1995 
regarding  revisions  to  address  other 
deficiencies  in  Regulation  No.  3. 
Following  the  public  hearings,  the 
AQCC  adopted  the  respective  rule 
revisions.  The  Governor  of  Colorado 
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submitted  the  various  rule  revisions 
with  letters  dated  November  17, 1994, 
November  12, 1993,  August  25, 1994, 
September  29, 1994,  and  January  29, 
1996,  re^ectively. 

The  SIP  revisions  were  reviewed  by 
EPA  to  determine  completeness  shortly 
after  submittal,  in  accordance  with  the 
completeness  criteria  referenced  above. 
The  submittals  were  found  to  be 
complete,  and  letters  dated  January  19, 

1995,  January  28, 1994,  October  20, 

1994,  November  25, 1994,  and  July  12, 

1996,  respectively,  were  forwarded  to 
the  Governor  indicating  the 
completeness  of  the  submittals  and  the 
next  steps  to  be  taken. 

II.  This  Action 

EPA  evaluated  the  State’s  submittals 
by  comparing  them  to  the  requirements 
of  the  amended  Act,  the  Federal 
construction  permitting  requirements  in 
40  CFR  51.160-166,  the  Federal 
operating  permit  requirements  in  40 
CFR  part  70  (for  those  provisions  which 
the  State  added  to  the  construction 
permit  program  in  order  to  implement 
specific  provisions  of  its  operating 
permit  program),  and  EPA  guidance  and 
policy. 

A.  November  12, 1993,  September  29, 
1994,  and  January  29,  1996  SIP 
Submittals 

In  July  of  1993,  the  Colorado  AQCC 
adopted  operating  permit  regulations  as 
part  of  Regulation  No.  3  in  accordance 
with  title  V  of  the  amended  Act  and  the 
corresponding  Federal  regulations  for 
operating  permit  programs  in  40  CFR 
part  70.  Concurrent  with  adoption  of  its 
operating  permit  regulations,  the  State 
also  adopted  revisions  to  its 
construction  permit  regulations  in 
Regulation  No.  3  in  order  to  make  the 
two  permit  programs  work  together  and 
in  order  to  allow  for  implementation  of 
certain  title  V  provisions.  The  State 
completely  revised  and  restructured 
Regulation  No.  3,  so  that  it  is  now 
divided  into  four  parts,  as  follows: 

1.  Part  A  contains  all  definitions  and 
provisions  that  apply  to  both  the 
construction  permit  and  operating 
permit  programs.  In  this  part,  Colorado 
extended  the  administrative  permit 
amendment  provisions  and  some  of  the 
operational  flexibility  provisions  of  40 
CFR  part  70  to  the  construction  permit 
program; 

2.  Part  B  contains  provisions  which 
apply  only  to  the  construction  permit 
program  [including  the  nonattainment 
NSR  and  prevention  of  significant 
deterioration  (PSD)  programs).  The  State 
made  revisions  to  allow  certain  aspects 
of  the  operating  permit  program  to  also 
apply  to  construction  permits  (e.g., 
combined  permits  and  general  permits) 


and  to  allow  certain  operational 
flexibility  provisions  to  be  implemented 
through  the  operating  permit  program 
without  requiring  construction  permits , 
(e.g.,  minor  modifications,  SIP 
equivalency,  and  other  permit  changes); 

3.  Part  C  contains  provisions  which 
apply  solely  to  the  State’s  operating 
permit  program;  and 

4.  Part  D  contains  the  Statements  of 
Basis  and  Purpose  for  each  revision  to 
Regulation  No.  3. 

Parts  A  and  C  of  Regulation  No.  3 
were  submitted  for  approval  as  part  of 
the  State’s  title  V  operating  permit 
program  on  November  5, 1993.  Parts  A 
and  B  of  Regulation  No.  3  were 
submitted  for  approval  in  the  SIP  on 
November  12, 1993. 

EPA  reviewed  Parts  A  and  B  of 
Regulation  No.  3  for  conformance  with 
the  applicable  Federal  requirements  and 
identified  several  deficiencies  in  the 
November  1993  SIP  submittal.  EPA 
informed  the  State  of  those  deficiencies 
in  a  letter  dated  September  19, 1994.  In 
that  letter,  EPA  identified  deficiencies 
that  needed  to  be  addressed  by  the  State 
before  EPA  would  proceed  to  act  on  the 
November  1993  SIP  submittal.  EPA  also 
recommended  other  revisions  to  provide 
for  clarity  in  the  State’s  permitting 
regulations. 

Some  of  the  deficiencies  identified  by 
EPA  in  the  State’s  November  12, 1993 
SIP  submittal  were  also  identified  as 
deficiencies  in  the  State’s  title  V 
operating  permit  prcigram  which  EPA 
required  the  State  to  address  before  EPA 
would  proceed  with  interim  approval  of 
the  State’s  title  V  program.  Those 
deficiencies  included  (1)  The  fact  that 
the  State  does  not  currently  have  a  SIP- 
approved  generic  emissions  trading 
program  under  which  the  trading 
described  in  Section  IV.B.  of  Part  A  of 
Regulation  No.  3  would  be  allowed,  and 
(2)  the  allowing  of  alternative  emission 
limits  to  be  developed  in  permits  when 
Section  IV.D.l.i.  of  Part  B  of  Regulation 
No.  3  did  not  adequately  provide  for 
this  flexibility.  The  State  adopted 
revisions  intended  to  address  these  , 
deficiencies  (as  well  as  to  address  other 
deficiencies  in  its  title  V  operating 
permit  program)  on  August  18, 1994  and 
submitted  these  revisions  for  approval 
in  the  SIP  and  for  revision  to  its  title  V 
program  on  September  29, 1994. 

EPA’s  review  of  the  September  29, 
1994  submittal  found  that  the  State 
adequately  addressed  these  SIP/title  V 
deficiencies  by  clarifying  that  Section 
IV.B.  of  Part  A  could  only  be 
implemented  if  the  SIP  included  an 
EPA-approved  trading  program  and  by 
deleting  Section  IV.D.l.i.  of  Part  B. 

Based  on  this  September  29, 1994  title 
V  program  revision  (which  also 


included  correction  of  other  title  V 
program  deficiencies),  EPA  granted 
interim  approval  of  Colorado’s  operating 
permit  program  on  January  24, 1995  (60 
FR  4563). 

On  March  16, 1995,  the  AQCC 
adopted  further  revisions  to  Regulation 
No.  3  intended  to  address  the  remaining 
deficiencies  EPA  identified  in  the 
State’s  November  12, 1993  SIP 
submittal.  Those  revisions  were 
submitted  to  EPA  for  approval  on 
January  29, 1996  and  include  the 
following: 

1.  Changes  to  the  definitions  of 
“lowest  achievable  emission  rate 
(LAER)’’  and  “net  emissions  increase” 
to  be  consistent  with  the  Federal 
definitions  in  40  CFR  51.165(a)(l)(xiii) 
and  40  CFR  51.165(a)(l)(vi), 
respectively; 

2.  Consolidation  of  the  State’s 
definitions  of  “air  pollution  source,” 
“.stationary  source,”  and  “new  source” 
so  that  only  the  term  “stationary 
source,”  which  is  consistent  with  the 
Federal  definition,  is  used  in  the 
provisions  of  Regulation  No.  3.  The 
State  also  retained  the  definition  of  “air 
pollution  source”  because  it  reflects  the 
definition  found  in  State  statute,  but  it 
is  no  longer  used  in  Regulation  No.  3; 

3.  The  addition  of  a  requirement  to 
the  definition  of  “volatile  organic 
compound  (VOC)”  requiring  EPA 
approval  prior  to  use  of  any  test  method 
that  is  not  an  EPA  reference  test 
method; 

4.  Revisions  to  the  administrative 
process  in  Section  II.D.5.  of  Part  A  of 
Regulation  No.  3  which  allows  for 
processing  individual  requests  to 
exempt  additional  sources  from  the 
State’s  Air  Pollution  Emission  Notice 
(APEN)  requirements  (and, 
consequently,  from  construction  permit 
requirements)  to  require  EPA  approval 
of  any  new  exemptions  prior  to  use; 

5.  Revisions  to  the  definition  of 
“surplus”  in  Section  V.C.IO.  of  Part  A 
of  Regulation  No.  3  to  be  consistent  with 
EPA’s  Emission  Trading  Policy 
Statement  (see  51  FR  43832, 12/4/86); 

6.  The  addition  of  a  provision  to 
Section  V.E.  of  Part  A  of  Regulation  No. 

3  to  ensure  that  new  source  growth 
cannot  interfere  with  reasonable  further 
progress  towards  attainment,  in  order  to 
be  consistent  with  section  173(a)(1)(A) 
of  the  Act; 

7.  The  addition  of  a  reference  to  the 
State’s  definition  of  “net  emission 
increase”  in  Section  V.I.  of  Part  A  of 
Regulation  No.  3  (which  discusses 
netting); 

8.  The  addition  of  a  requirement  to 
Section  IV.C.l.  of  Part  B  of  Regulation 
No.  3  requiring  the  opportunity  for 
public  comment  on  permits  for  sources 
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trying  to  obtain  Federally  enforceable 
limits  on  their  potential  to  emit;  and 

9.  The  deletion  of  an  exemption  from 
nonattainment  NSR  requirements  for 
sources  undergoing  fuel  switches  due  to 
lack  of  adequate  fuel  supply  (which  is 
not  allowed  by  EPA).  EPA  believes  these 
regulatory  revisions  adequately  address 
the  deficiencies  described  above. 

The  State  addressed  some  of  EPA’g 
other  comments  w'ith  an  opinion  from 
the  State  Attorney  General’s  office  dated 
July  3, 1995.  Those  comments  and  the 
State’s  responses  are  as  follows: 

1.  EPA  recommended  adding 
definitions  to  Regulation  No.  3  of  “begin 
actual  construction,’’  “necessary 
preconstruction  approvals  or  permits,” 
and  “construction”. to  be  consistent 
with  the  Federal  definitions.  The  State 
did  not  add  these  definitions  because 
tbe  State  contends  that  its  definitions  of 
“commenced  construction.” 
“construction”  in  the  Common 
Provisions  Regulation,  and 
“modification”  made  the  addition  of 
these  definitions  unnecessary.  After 
further  review  of  the  definitions  referred 
to  by  the  State,  EPA  agrees  with  the 
State’s  contention;  and 

2.  Section  IV. A.  of  Part  A  of 
Regulation  No.  3  allows  for  alternative 
operating  scenarios  to  be  included  in  a 
construction  permit,  and  this  provision 
is  based  on  the  title  V  provision  in  40 
CFR  70.6(a)(9).  However,  in  order  to 
approve  this  provision  for  construction 
permits,  EPA  wanted  assurances  from 
the  State  that  it  would  require 
compliance  with  alt  PSD  or 
nonattainment  NSR  provisions  (e.g., 
ambient  air  quality  analysis  or  net  air 
quality  benefit)  for  every  scenario 
allowed  under  the  permit.  The  State’s 
July  3, 1995  letter  included  an 
interpretation  that  compliance  with  all 
PSD  or  nonattainment  NSR 
requirements  (whichever  was 
applicable)  would  be  ensured  under  the 
provision  in  Section  IV.A.2.  of 
Regulation  No.  3,  which  requires  that 
the  permit  contain  conditions  to  ensure 
each  scenario  meets  all  applicable 
Federal  and  State  requirements.  This 
satisfies  EPA’s  concern. 

EPA  believes  the  comments  discussed 
above  were  adequately  addressed  by  the 
State  in  its  revisions  to  Regulation  No. 

3  adopted  on  March  16, 1995  and  its 
opinion  from  the  State  Attorney 
General’s  office.  In  addition,  the  State 
also  addressed  many  of  EPA’s 
recommended  revisions  to  Regulation 
No.  3,  which  EPA  believes  will  help  to 
strengthen  the  State’s  construction 
permit  regulations. 

EPA  had  also  commented  on  Section 
IV.C.  of  Part  A  of  Regulation  No.  3, 
which  provides  for  a  construction 


permit  (as  well  as  a  title  V  operating 
permit)  to  contain  terms  and  conditions 
allowing  for  the  trading  of  emissions 
decreases  and  increases  under  a  permit 
cap,  as  long  as  certain  conditions  are 
met.  This  provision  is  based  on  the  title 
V  operating  permit  requirement  in  40 
CFR  70.4(b)(12)(iii),  but  EPA  had 
concerns  with  the  use  of  this  provision 
in  construction  permitting.  EPA  is 
currently  working  on  revisions  to  the 
Federal  NSR  regulations  as  part  of  the 
“NSR  Reform”  rules  that  would  allow  l 
source  to  establish  a  cap  in  its 
construction  permit  (termed  a  plantwide 
applicability  limit  or  PAL)  for  NSR 
applicability  under  which  emissions 
trading  might  be  allowed.  EPA  proposed 
these  NSR  Reform  rules  for  public 
comment  on  July  23, 1996  (see  61  FR 
38250).  Until  the  final  EPA  regulations 
are  promulgated  on  this  issue,  EPA  does 
not  believe  it  is  appropriate  to  approve 
the  State’s  provision  allowing  trading 
under  permit  caps  for  construction 
permits,  as  EPA  could  be  approving  a 
rule  that  is  inconsistent  with  the 
forthcoming  Federal  regulations. 
However,  as  discussed  in  the  preamble 
to  the  July  23, 1996  rulemaking, 
Colorado  may  be  able  to  consider  the 
issuance  of  permits  with  emissions  caps 
on  a  case  by  case  basis  under  EPA’s 
existing  regulations  (see  61  FR  38264). 

EPA  believes  the  State,  in  the 
submittals  of  September  29, 1994  and 
January  29, 1996,  has  adequately 
addressed  all  of  the  deficiencies  EPA 
identified  in  the  State’s  November  12, 
1993  SIP  submittal.  Thus,  these  three 
submittals  are  approvable.  However,  as 
discussed  above,  EPA  is  not  acting  on 
Section  IV.C.  of  Part  A  of  Regulation  No. 
3  at  this  time.  For  further  details,  see  the 
Technical  Support  Document  (TSD) 
accompanying  this  notice. 

B.  August  25, 1994  SIP  Submittal  of 
Nonattainment  NSR  Rules  for  New  and 
Modified  Sources  of  PM-10  Precursors 

1.  Background  of  Submittal 

When  the  Act  was  amended  in  1990, 
it  included,  among  other  things,  revised 
requirements  for  nonattainment  areas 
which  are  set  out  in  part  D  of  title  I  of 
the  Act.  It  also  set  out  specific  deadlines 
for  submittals  of  SIP  revisions 
addressing  these  new  requirements, 
including  the  submittal  of 
nonattainment  NSR  rules  for  which  the 
deadlines  varied  depending  on  the  type 
and  designation  of  the  nonattainment 
area.  In  response  to  those  requirements, 
the  Governor  of  Colorado  submitted  a 
SIP  revision  on  January  14, 1993  to 
bring  the  State’s  nonattainment  NSR 
rules  up  to  date  with  the  requirements 
of  the  amended  Act.  EPA  acted  on  that 
submittal  on  August  18, 1994  (59  FR 


42500).  Specifically,  EPA  approved  the 
State’s  nonattainment  NSR  rules  as 
meeting  the  requirements  of  the 
amended  Act  for  the  State’s  ozone  and 
carbon  monoxide  areas,  as  well  as  the 
Canon  City,  Pagosa  Springs,  and  Lamar 
PM-10  nonattainment  areas.  However, 
EPA  only  partially  approved  the  State’s 
NSR  submittal  in  that  action  for  the 
Aspen,  Telluride,  and  Denver  moderate 
PM-10  nonattainment  areas  because  the 
State  had  not  submitted  NSR  regulations 
for  new  and  modified  major  sources  of 
PM-10  precursors  [as  is  required  by 
section  189(e)  of  the  amended  Act  for 
those  PM-10  nonattainment  areas  where 
such  sources  contribute  significantly  to 
PM-10  national  ambient  air  quality 
standard  (NAAQS)  exceedances]  and 
because,  at  the  time  of  publication  of  the 
August  18, 1994  Federal  Register 
notice,  EPA  had  not  promulgated 
findings  that  such  sources  of  PM-10 
precursors  did  not  contribute 
significantly  to  exceedances  of  the  PM- 
10  NAAQS  in  any  of  these  three  areas.* 
(See  59  FR  42503-42504  for  further 
details.) 

Since  that  August  18, 199'4  Federal 
Register  action,  EPA  has  promulgated 
findings  that  sources  of  PM-10 
precursors  do  not  contribute 
significantly  to  PM-10  NAAQS 
exceedances  in  the  Aspen  and  Telluride 
PM-10  nonattainment  areas  (see  59  FR 
47092—47093,  September  14, 1994,  and 
59  FR  47809,  September  19, 1994, 
respectively),  resulting  in  the  State’s 
NSR  provisions  being  considered  fully 
approved  for  these  two  PM-10 
nonattainment  areas.  However,  in  the 
Denver  moderate  PM-10  nonattainment 
area,  EPA  has  indicated  that  it  does 
consider  major  stationary  sources  of 
PM-10  precursors  (specifically  oxides  of 
nitrogen  (NO,)  and  sulfur  dioxide  (SGa)) 
to  contribute  significantly  to 
exceedances  of  the  PM-10  NAAQS  (see 
58  FR  66331,  December  20, 1993). 

On  February  17, 1994,  the  State 
adopted  nonattainment  NSR  provisions 
for  new  and  modified  major  sources  of 
PM-10  precursors  (specifically,  SO2  and 
NOx)  in  the  Denver  metro  PM-10 
nonattainment  area.  These  Regulation 
No.  3  revisions  were  formally  submitted 
to  EPA  for  approval  into  the  SIP  on 
August  25, 1994. 


'  Section  189(e]  of  the  amended  Act  requires  that 
the  control  requirements  applicable  to  major 
stationary  sources  of  PM-10  must  also  apply  to 
major  stationary  sources  of  PM-10  precursors, 

'  except  where  the  Administrator  of  EPA  has 
determined  that  such  sources  do  not  contribute 
signiHcantly  to  PM-10  levels  which  exceed  the 
standard  in  the  area.  Any  such  determination  that 
sources  of  PMlO  precursors  do  not  contribute 
significantly  is  generally  made  concurrently  with 
EPA’s  promulgation  of  an  action  on  c  SIP  submittcl 
for  a  PM  10  nonattainment  area. 
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2.  Evaluation  of  Submittal 

To  meet  the  requirements  of  section 
189(e)  of  the  Act,  States  must  submit 
rules  applying  all  of  the  nonattainment 
NSR  provisions  normally  applicable  to 
sources  of  PM-10  to  sources  of  PM-10 
precursors,  including  the  100  ton  per 
year  threshold  for  defining  major 
stationary  sources  and  the  current 
significance  level  thresholds  in  40  CFR 
51.165(a)(l)(x)  for  each  PM-10 
precursor  pollutant  for  defining  major 
modihcations.  To  address  these 
requirements,  the  State  made  the 
following  chaises  to  Rejgulation  No.  3: 

(a)  In  me  definition  of  “major 
stationary  source”  in  Section  1.B.58.  of 
Part  A  of  Regulation  No.  3,  the  State 
added  provisions  clarifying  that,  in  the 
Denver  metro  PM-10  nonattainment 
area,  any  source  that  is  major  for  SO2  or 
NO,  (which  are  considered  precursors 
to  PM-10  in  the  Denver  area]  will  be 
considered  major  for  PM-10  and  will  be 
subject  to  the  nonattainment  NSR 
requirements. 

(h)  In  the  definition  of  “major 
modification”  in  Section  I.B.35.B.  of 
Part  A  of  Regulation  No.  3,  the  State 
adopted  a  provision  stating  that,  in  the 
Denver  metro  PM-10  nonattainment 
area,  any  net  emissions  increase  that  is 
significant  for  SO2  or  NO,  shall  be 
considered  significant  for  PM-10.  The 
.significance  levels  for  these  two  PM-10 
precursor  pollutants  in  Section  I.B.57.  of 
Part  A  of  Regulation  No.  3  are  set  at  40 
tons  per  year  each,  which  is  consistent 
with  the  significance  levels  in  40  CFR 
51.165(a)(l)(x). 

(c)  In  Section  V.F.l.  of  Part  A  of 
Regulation  No.  3  which  identifies  the 
criteria  for  approval  of  all  emissions 
trading  transactions  including  NSR 
offsets,  the  State  added  provisions 
explaining  which  interpollutant  trades 
between  PM-10  and  PM-10  precursors 
are  allowed  for  NSR  offsets. 

Specifically,  Section  V.F.l.  provides 
that  new  or  modified  major  sources  of 
a  PM-10  precursor  can  obtain  offsets 
from  reductions  in  that  same  precursor 
or  in  PM— 10,  while  new  or  modified 
major  sources  of  PM-10  can  only  obtain 
offsets  from  reductions  in  PM-10.  This 
is  consistent  with  EPA’s  current  policy 
regarding  offsets  for  PM-10. 

However,  the  State  did  adopt  an 
exception  to  this  requirement  in  Section 
V.H.9.  of  Part  A  of  Regulation  No.  3. 
Specifically,  Section  V.H.9.  allows 
interpollutant  offsets  other  than  those 
discussed  in  Section  V.F.l.  to  be 
approved  on  a  case-by-case  basis, 
provided  that  the  applicant 
demonstrates,  on  the  basis  of  EPA- 
approved  methods  where  possible,  that 
the  emissions  increases  for  the  new  or 
modified  source  will  not  cause  or 


contribute  to  a  violation  of  the  NAAQS. 
Section  V.H.9.  further  provides  that  the 
source’s  permit  application  will  not  be 
approved  by  the  State  until  written 
approval  has  been  received  from  the 
EPA.  Because  written  approval  will  be 
required  from  EPA  before  a  permit  will 
be  issued  which  allows  an 
interpollutant  ti'ade  for  offsetting  (other 
than  those  trades  allowed  in  Section 
V.F.l.),  EPA  believes  that  it  will  be  able 
to  ensure  any  interpoUutant  offsets  will 
meet  the  requirements  of  the  Act 
concerning  NSR.  Thus,  this  exception  is 
acceptable  to  EPA. 

The  State’s  nonattainment  NSR 
provisions  are  generally  foimd  in 
Section  IV.D.2.  of  Part  B  of  Regulation 
No.  3.  As  discussed  in  EPA’s  August  18, 
1994  approval  mentioned  above,  the 
State’s  nonattainment  NSR  provisions, 
which  apply  in  all  of  the  State’s 
nonattainment  areas,  meet  all  of  the 
general  NSR  requirements  required  by 
the  Act  and  Federal  regulations  (see  59 
FR  42500-42506).  Thus,  since  the 
State’s  revised  nonattainment  NSR  rules 
now  subject  new  and  modified  major 
stationary  sources  of  PM-10  preciusors 
(as  well  as  PM-10)  locating  in  the 
Denver  moderate  PM-10  nonattainment 
area  to  the  nonattainment  NSR 
requirements  as  required  by  section 
189(e)  of  the  Act,  and  since  the  State’s 
nonattainment  NSR  provisions  meet  all 
of  the  applicable  Federal  requirements, 
EPA  considers  Colorado’s 
nonattainment  NSR  rules  for  the  Denver 
moderate  PM-10  nonattainment  area  to 
be  fully  approvable. 

C.  November  17, 1994  SIP  Submittal 
Revising  the  Definition  of  "Source” 

1.  Background  of  Submittal 

On  August  7, 1980,  EPA  promulgated 
rules  for  review  of  new  major  sources 
and  major  modifications  in 
nonattainment  areas  (45  FR  52676). 
Those  rules  defined  “source”  as  either 
an  entire  plant  or  an  individual  piece  of 
process  equipment  within  the  plant. 
This  definition  precluded  major  sources 
undergoing  a  modification  at  an 
individual  piece  of  process  equipment 
from  considering  other  emission 
decreases  within  the  plant  in 
determining  the  net  emissions  increase 
of  the  modification.  However,  in  the 
Federal  PSD  permitting  regulations 
(which  apply  to  major  sources  and 
major  modifications  located  in 
attainment  or  imclassifiable  areas),  a 
plantwide  definition  of  source  was 
used,  under  which  only  significant  net 
emissions  increases  at  the  entire  plant 
were  subject  to  permitting  requirements. 
Thus,  under  the  dual  source  definition, 
a  greater  number  of  modifications  at  a 
source  would  be  subject  to  NSR 


permitting  requirements  than  under  the 
plantwide  definition  of  source  used  in 
the  PSD  regulations.  EPA  adopted  this 
more  stringent  definition  of  source  for 
nonattainment  area  NSR  permitting  to 
aid  in  the  cleanup  of  the  air  in 
nonattainment  areas. 

However,  on  October  14, 1981,  EPA 
deleted  the  dual  source  definition  from 
the  nonattainment  NSR  permitting 
requirements  and  replaced  it  with  the 
plantwide  definition  to  give  States  the 
option  of  adopting  the  plantwide 
definition  of  source  in  nonattainment 
areas  (see  46  FR  50766).  In  the  October 
1981  Federal  Register  notice,  EPA  set 
forth  its  rationale  for  allowing  use  of  the 
plantwide  definition  (46  FR  50766- 
50769).  EPA  reasoned  that,  since  part  D 
of  the  Act  requires  States  to  adopt 
adequate  SIPs  which  demonstrate 
attainment  and  maintenance  of  the 
NAAQS,  “deletion  of  the  dual  definition 
increases  State  flexibility  without 
interfering  with  timely  attainment  of  the 
ambient  standards  and  so  is  consistent 
with  part  D”  (46  FR  50767).  EPA  also 
added  that,  by  bringing  more  plant 
modifications  into  the  NSR  permitting 
process,  the  dual  source  definition  may 
discourage  replacement  of  older,  dirtier 
processes  and,  hence,  retard  not  only 
economic  growth  but  also  progress 
toward  clean  air.  Last,  EPA  pointed  out 
that,  under  the  plantwide  definition, 
new  equipment  would  still  be  subject  to 
any  applicable  new  source  performance 
.standard  (NSPS).  Thus,  EPA  regarded 
changing  to  the  plantwide  definition  as 
presenting,  at  the  very  worst, 
environmental  risks  that  were 
manageable  because  of  the  independent 
impetus  to  create  adequate  part  D  plans 
and,  at  best,  the  potential  for  air  quality 
improvements  driven  by  the 
marketplace.  In  1984,  the  Supreme 
Court  upheld  EPA’s  action  as  a 
reasonable  accommodation  of  the 
conflicting  purposes  of  part  D  of  the  Act 
and,  hence,  well  within  EPA’s  broad 
discretion.  Chexron,  U.S.A.,  Inc.  v. 
NRDC,  Inc.,  104  S.Ct.  2778. 

Consequently,  on  August  20, 1992, 
the  Colorado  AQCC  adopted  revisions  to 
the  Common  Provisions  Regulation  and 
Regulation  No.  3  to  change  from  the 
dual  definition  of  “source”  to  the 
plantwide  “source”  definition  in  its 
nonattainment  NSR  permitting 
requirements.  Specifically,  the  State 
revised  the  definitions  of  “stationary 
source”  and  “net  emissions  increase”  in 
the  Common  Provisions  Regulation  to 
delete  references  to  the  dual  source 
definition.  In  addition,  the  State  deleted 
Section  V.1.4.  of  Colorado  Regulation 
No.  3,  which  explained  that  the  dual 
source  definition  applied  m 
nonattainment  NSR  permitting.  These 
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revisions  were  subsequently  submitted 
by  the  Governor  to  EPA  for  approval 
into  the  SIP  on  November  17, 1994. 

The  State  adopted  these  revisions 
prior  to  the  July  1993  State  adoption  of 
a  completely  restructured  Regulation 
No.  3,  which  was  discussed  in  Section 
II.A.  above.  Before  the  July  1993  State 
action,  the  State’s  definitions  for  its 
construction  permit  program  were 
generally  found  in  the  Common 
Provisions  Regulation  and  all  of  its 
construction  permit  requirements  were 
in  Regulation  No.  3. 

(Note:  at  that  time.  Regulation  No.  3  was 
not  divided  into  Parts  A,  B,  C,  or  D). 

Under  the  new  structure  of  Regulation 
No.  3,  the  definitions  of  “stationary 
source”  and  “net  emissions  increase” 
are  in  Sections  I.B.58.  and  I.B.36., 
respectively,  in  Part  A  of  Regulation  No. 
3,  and  the  deletion  of  Section  V.I.4.  is 
reflected  in  Part  B  of  revised  Regulation 
No.  3.  These  definitions  of  “stationary 
source”  and  “net  emissions  increase” 

(as  well  as  other  definitions  pertaining 
to  the  State’s  construction  permit 
program)  are  also  still  in  the  Ckimmon 
Provisions  Regulation. 

2.  Evaluation  of  Submittal 

In  the  October  14, 1981  Federal 
Register  discussed  above  in  which  EPA 
deleted  the  dual  source  definition  firom 
the  Federal  nonattainment  NSR 
permitting  requirements,  EPA  ruled  that 
a  State  wishing  to  adopt  a  plantwide 
definition  generally  has  complete 
discretion  to  do  so,  and  it  set  only  one 
restriction  on  that  discretion.  If  a  State 
had  specifically  projected  emission 
reductions  from  its  NSR  program  as  a 
result  of  a  dual  source  or  similar 
definition  and  had  relied  on  those 
reductions  in  an  attainment  strategy  that 
EPA  later  approved,  then  the  State 
needed  to  revise  its  attainment  strategy' 
as  necessary  to  accommodate  reduced 
NSR  permitting  under  the  plantwide 
definition  (see  46  FR  50767  and  50769). 

This  1981  ruling  allowing  States  to 
adopt  a  plantwide  definition  assumed 
that  nonattainment  areas  already  had,  or 
shortly  would  have,  approved  part  D 
plans  in  place.  However,  the  Act  was 
amended  in  1990,  creating  new 
requirements  and  deadlines  for 
submittal  of  attainment  plans  for  areas 
which  were  not  in  attainment  of  the 
NAAQS.  In  light  of  these  changes,  EPA 
will  now  approve  adoption  of  the 
plantwide  definition  into  SIPs  for 
nonattainment  areas  that  need  but  lack 
adequate  part  D  attoinment  plans 
approved  by  EPA  only  if  the  State  has 
demonstrated  that  it  is  making,  and  will 
continue  to  make,  reasonable  efforts  to 
adopt  and  submit  complete  plans  for 
timely  attainment  in  these  areas. 


For  the  majority  of  Colorado’s 
nonattainment  areas  that  are  required  to 
have  part  D  attainment  plans,  the  State 
has  EPA-approved  part  D  plans.  The 
only  areas  for  which  the  State  does  not 
yet  have  fully  approved  part  D 
attainment  plans  are  the  Denver  PM-10, 
Denver  carlmn  monoxide  (CO), 
Longmont  CO,  Telluride  PM-10,  and 
Steamboat  Springs  PM-10 
nonattainment  areas.  The  State  has 
submitted  part  D  plans  for  the  Denver 
PM-IO  and  CO  nonattainment  areas,  the 
Longmont  (X)  honattainment  area,  and 
the  Steamboat  Springs  PM-10 
nonattainment  area,  but  EPA  has  not  yet 
completed  action  on  these  submittals. 
For  the  Telluride  PM-10  nonattainment 
area,  EPA  has  approved  the  State’s 
attainment  demonstration  (see  59  FR 
47808,  September  19, 1994),  but  the 
Ian  has  not  been  fully  approved 
ecause  it  lacked  quantitative 
milestones  to  provide  for  maintenance 
of  the  PM-10  NAAQS  through 
December  31, 1997  (see  59  FR  47809). 
The  State  has  subsequently  submitted 
additional  controls  to  provide  for 
maintenance  of  the  PM-10  NAAQS  in 
the  Telluride  PM-10  nonattainment  area 
through  1997,  but  EPA  has  not  yet 
completed  action  on  that  submittal. 
Thus,  EPA  believes  the  State  has 
adequately  demonstrated  that  it  has 
made,  and  will  continue  to  make, 
reasonable  efforts  to  get  an  approved 
part  D  attainment  plan  in  place  for  these 
areas. 

Further,  the  State  has  certified  that  it 
did  not,  and  will  not,  rely  on  any 
emissions  reductions  from  the  operation 
of  the  NSR  program  using  the  dual 
source  definition  in  any  of  its 
nonattainment  eurea  demonstrations  of 
attainment.  EPA’s  examination  of  the 
State’s  attainment  demonstrations 
confirmed  the  State’s  certification. 
Therefore,  EPA  believes  it  is  appropriate 
to  approve  Colorado’s  switch  to  a 
plantwide  definition  of  source  in 
accordance  with  EPA’s  1981  action, 
inasmuch  as  the  State  has  demonstrated 
that  it  is  making,  and  will  continue  to 
make,  reasonable  efforts  to  get  approved 
part  D  attainment  plans  in  place  for  all 
of  its  nonattainment  areas. 

HI.  Proposed  Action 

EPA  is  proposing  to  approve  all  of  the 
revisions  to  Color^o’s  construction 
permitting  program  in  Regulation  No.  3 
submitted  on  November  12, 1993, 
August  25, 1994,  September  29, 1994, 
November  17, 1994,  and  January  29, 
1996.  EPA  is  also  proposing  to  approve 
the  revisions  to  the  Common  Provisions 
Regulation  submitted  on  November  17, 
1994.  However,  for  the  reasons 
discussed  above,  EPA  is  taking  no 


action,  at  this  time,  on  Section  IV.C.  of 
Part  A  of  Regulation  No.  3. 

Nothing  in  this  action  should  be 
construed  as  permitting  or  allowing  or 
establishing  a  precedent  for  any  future 
request  for  revision  to  any  SIP.  Each 
request  for  revision  to  a  SIP  shall  be 
considered  separately  in  light  of  specific 
technical,  economic,  and  environmental 
factors  and  in  relation  to  relevant 
statutory  and  regulatory  requirements. 

IV.  Administrative  Requirements 

A.  Executive  Order  12866 

This  action  has  been  classified  as  a 
Table  3  action  for  signature  by  the 
Regional  Administrator  under  the 
procedures  published  in  the  Federal 
Register  on  January  19, 1989  (54  FR 
2214-2225),  as  revised  by  a  July  10, 

1995  memorandum  firom  Mary  Nichols, 
Assistant  Administrator  for  Air  and 
Radiation.  The  Oi^ce  of  Management 
and  Budget  (OMB)  has  exempted  this 
regulatory  action  from  E.0. 12866 
review. 

B.  Regulatory  Flexibility  Act 

Under  the  Regulatory  Flexibility  Act, 

5  U.S.C.  600,  et  seq.,  EPA  must  prepare 
a  regulatory  flexibility  analysis 
assessing  the  impact  of  any  proposed  or 
final  rule  on  small  entities.  5  U.S.C.  603 
and  604.  Alternatively,  EPA  may  certify 
that  the  rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  Small  entities 
include  small  businesses,  small  not-for- 
profit  enterprises,  and  government 
entities  with  jurisdiction  over 
populations  of  less  than  50,000. 

SIP  approvals  under  section  110  and 
subchapter  I,  part  D  of  the  Act  do  not 
create  any  new  requirements,  but 
simply  approve  requirements  that  the 
State  is  already  imposing.  Therefore, 
because  the  Federal  SIP-approval  does 
not  impose  any  new  requirements,  I 
certify  that  it  does  not  have  a  significant 
impact  on  small  entities  affected. 
Moreover,  due  to  the  natiu'e  of  the 
Federal-state  relationship  under  the  Act, 
preparation  of  a  regulatory  flexibility 
analysis  would  constitute  Federal 
inquiry  into  the  economic 
reasonableness  of  state  action.  The  Act 
forbids  EPA  to  base  its  actions 
concerning  SIPs  on  such  grounds. 

Union  Electric  Co.  v.  U.S.  E.P.A.,  427 
U.S.  246,  256-66  (1976);  42  U.S.C. 
7410(a)(2). 

C.  Unfunded  Mandates 

Under  section  202  of  the  Unfunded 
Mandates  Reform  Act  of  1995 
(“Unfunded  Mandates  Act”),  signed 
into*law  on  March  22, 1995,  EPA  must 
prepare  a  budgetary  impact  statement  to 
accompany  any  proposed  or  final  rule 
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that  includes  a  Federal  mandate  that 
may  result  in  estimated  costs  to  State, 
local,  or  tribal  governments  in  the 
aggregate;  or  to  the  private  sector,  of 
$100  million  or  more.  Under  section 
205,  EPA  must  select  the  most  cost- 
effective  and  least  burdensome 
alternative  that  achieves  the  objectives 
of  the  rule  and  is  consistent  with 
statutory  requirements.  Section  203 
requires  EPA  to  establish  a  plan  for 
informing  and  advising  any  small 
governments  that  may  be  significantly 
or  uniquely  impacted  by  the  rule. 

EPA  nas  determined  that  the  approval 
action  proposed  does  not  include  a 
Federal  mandate  that  may  result  in 
estimated  costs  of  $100  million  or  more 
to  either  State,  local,  or  tribal 
governments  in  the  aggregate,  or  to  the 
private  sector.  This  Federal  action 
approves  pre-existing  requirements 
under  State  or  local  law,  and  imposes 
no  new  Federal  requirements. 
Accordingly,  no  additional  costs  to 
State,  local,  or  tribal  governments,  or  to 
the  private  sector,  result  from  this 
action. 

Lis^of  Subjects  in  40  CFR  Part  52 

Environmental  protection.  Air 
pollution  control.  Incorporation  by 
reference.  Nitrogen  oxides.  Particulate 
matter.  Reporting  and  recordkeeping 
requirements.  Sulfur  dioxide.  Volatile 
organic  compoimds. 

Authority:  42  U.S.C.  7401-7671q. 

Dated:  August  14, 1996. 

Jack  W.  McGraw, 

Acting  Regional  Administrator. 

[FR  Doc.  96-21910  Filed  8-27-96;  8:45  am] 
BILUNG  CODE  6660-60-P 


40  CFR  Parts  180  &  185 
[OPP-300360B;  FRL-5394-61 
RIN  2070-AB78 

Pesticides;  Extension  of  Time  for 
Fiiing  Objections  and  Requests  for 
Hearing  for  Food  Additive  Revocations 

AGENCY:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice  of  extension. 

SUMMARY:  EPA  is  extending  by  30  days 
the  time  period  for  filing  objections, 
requests  for  hearings  and  requests  for 
stays  pertaining  to  a  final  rule  revoking 
the  food  additive  tolerances  for  certain 
uses  of  acephate,  iprodione,  imazalil 
and  triadimefon.  l^A  is  also  extending 
the  effective  date  of  the  revocation  by  30 
days.  EPA  is  taking  this  action  imder  the 
provisions  of  the  Food,  Drug  and 
Cosmetic  Act,  as  modified  by  the 
recently  enacted  Food  Quality 
Protection  Act. 


DATES:  The  effective  date  of  September 
27, 1996  of  the  final  rule  published  at 
61  FR  39528,  July  29, 1996  is  extended 
to  October  28, 1996.  The  date  for 
objections,  requests  for  hearings,  or 
stays  is  extended  from  August  28, 1996 
to  September  27, 1996. 

FOR  FURTHER  INFORMATION  CONTACT:  Jean 
M.  Frane,  Policy  and  Special  Projects 
Staff  (7501C),  Elnvironmental  Protection 
Ag6ncy,  401  M  St.,  SW.,  Washington, 

DC  20460.  Office  location  and  telephone 
munber:  Rm.  1113,  Crystal  Mall  #2, 

1921  Jefferson  Davis  Highway, 

Arlin^on,  VA,  (703)  305-5944.  e-mail: 
frane.jean@epamail.epa.gov. 
SUPPLEMENTARY  INFORMATION:  In  the 
Federal  Register  of  July  29, 1996  (61  FR 
39528)(FRL-5388-2),  EPA  issued  an 
order  revoking  six  food  additive 
tolerances  for  four  pesticides.  EPA 
revoked  four  tolerances  based  on  the 
determination  that  the  tolerances  were 
inconsistent  with  the  Delaney  clause  in 
section  409  of  the  Federal  Food,  Drug 
and  Cosmetic  Act  (FFDCA),  and  two 
tolerances  because  they  are  not  needed 
to  prevent  the  adulteration  of  food.  In 
the  final  rule,  EPA  set  an  effective  date 
of  September  27, 1996  for  the 
revocations.  Any  person  adversely 
affected  by  the  July  29, 1996  Order  was 
allowed  30  days  to:  (1)  file  written 
objections  to  the  order,  (2)  file  a  written 
request  for  an  evidentiary  hearing  on  the 
objections,  and  (3)  file  a  petition  for  a 
stay  of  the  effective  date.  Under  the 
original  date,  objections  and  requests  for 
hearing  were  to  be  filed  by  August  28, 
1996. 

Subsequently,  on  August  3, 1996,  the 
President  signed  the  Food  Quality 
Protection  Act  of  1996  (FQPA)  (Pub.L. 
104-170).  Among  other  things,  this  new 
law  revised  the  procedures  for  objecting 
to  Agency  decisions  on  tolerance 
regulations.  FFDCA  408(g)(2)(A)  now 
provides  60  days  instead  of  30  days  for 
the  filing  of  objections  and  requests  for 
hearings.  These  provisions  were 
effective  immediately  upon  enactment. 

EPA  has  received  requests  from 
Valent  U.S.A.,  Bayer  Corporation  and 
Whitmire  MicroGen,  requesting  that,  in 
light  of  other  provisions  of  the  new 
FQPA,  EPA  should  extend  the  time  for 
filing  objections  and  hearing  requests,  or 
should  withdraw  the  revocations 
altogether.  The  requesters  suggest  that 
the  Agency’s  basis  for  revocations  vmder 
the  Delaney  clause  of  section  409  of  the 
FFDCA  has  been  nullified  by  the 
enactment  of  the  FQPA,  which  takes 
pesticide  tolerances  out  fi-om  under  the 
provisions  of  section  409  entirely.  EPA 
believes  there  is  merit  in  this  argument 
and  is  currently  developing  an 
appropriate  regulatory  order.  Given  that, 
this  order  is  not  yet  complete,  however. 


EPA  believes  it  is  reasonable  to  extend 
the  time  for  filing  objections  and 
requests  for  hearing  in  accordance  with 
the  new  timefiames  in  section  408(g). 
EPA  is  taking  this  action  in  its 
discretion  and  upon  its  own  initiative. 

Accordingly,  by  this  dociunent,  EPA 
is  extending  the  date  by  which 
objections  and  requests  for  hearings  and 
stays  can  be  filed,  and  also  extending 
the  effective  date  of  the  final  rule 
revoking  the  food  additive  tolerances  for 
certain  uses  of  acephate,  iprodione, 
imazalil  and  triadimefon,  published  at 
61  FR  39528,  July  29, 1996. 

Dated:  August  22, 1996. 

Susan  H.  Wayland, 

Acting  Assistant  Administrator  for 
Prevention,  Pesticides,  and  Toxic  Substances. 

[FR  Doc.  96-21821  Filed  8-27-96;  8:45  am) 
BILLING  CODE  6660-60-F 


40  CFR  Part  300 

[FRL-5554-7] 

National  Oil  and  Hazardous 
Substances  Pollution  Contingency 
Plan;  National  Priorities  List 

AGENCY:  Environmental  Protection 
Agency. 

ACTION:  Notice  of  intent  for  partial 
deletion  of  the  Commencement  Bay 
Nearshore/Tideflats  Superfund  Site 
from  the  National  Priorities  List. 


SUMMARY:  The  Environmental  Protection 
Agency  (EPA)  Region  10  annoimces  its 
intent  to  delete  portions  of  the 
Commencement  Bay  Nearshore/ 
Tideflats  (CB/NT)  Superfund  Site  from 
the  National  Priorities  List  (NPL)  and 
requests  public  comment  on  this  action. 
The  NPL  constitutes  Appendix  B  to  the 
National  Oil  and  Hazardous  Substances 
Pollution  Contingency  Plan  (NCP),  40 
CFR  Part  300,  which  EPA  promulgated 
piirsuant  to  Section  105  of  the 
Comprehensive  Environmental 
Response,  Compensation,  and  Liability 
Act  (CERCLA). 

This  proposal  for  partial  deletion 
pertains  only  to  portions  of  Operable 
Unit  (OU)  1 — CB/NT  Sediments,  and 
Operable  Unit  (OU)  5 — CB/NT  Sources. 
Specifically,  it  pertains  to  the  sediments 
contained  in  and  upland  properties 
draining  only  to  the  St.  Paul  or  Blair 
Waterways,  and  to  four  properties 
which  were  transferred  to  the  Puyallup 
Tribe  of  Indians  imder  the  Puyallup 
Land  Settlement  Act  of  1989  (“Puyallup 
Land  Settlement  Properties”).  The  four 
Puyallup  Land  Settlement  Properties 
proposed  for  deletion  are  the:  Taylor 
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Way  Property,  the  East-West  Road 
Property,  the  Blair  Waterway  Property, 
and  the  portion  of  the  Blair  Backup 
Property  that  drains  only  to  the  Blair 
Waterway. 

DATES:  The  EPA  will  accept  comments 
concerning  its  proposal  for  partial 
deletion  for  thirty  (30)  days  after 
publication  of  this  document  in  the 
Federal  Register  and  a  newspaper  of 
record. 

ADDRESSES:  Comments  may  he  mailed 
to:  Jeanne  O’Dell,  Commimity  Relations 
Coordinator,  U.S.  EPA,  Region  10  (ECO- 
081),  1200  Sixth  Avenue,  battle, 
Washington,  98101,  Cl-800-424-4372 
or  (206)  553-6919). 

Information  Repositories 

Comprehensive  information  on  the 
CB/NT  site  as  well  as  information 
specific  to  this  proposed  partial  deletion 
is  available  for  review  at  EPA’s  Region 
10  oftice  in  Seattle,  Washington.  The 
Administrative  Record  for  OU  Nos.  1 
and  5  and  the  Deletion  Docket  for  this 
partial  deletion  are  maintained  at  the 
following  site  document/information 
repositories:  U.S.  Environmental 
Protection  Agency,  7th  floor  Records 
Center,  1200  Sixth  Avenue,  Seattle, 
Washington  98101,  (206)  553—4494. 

Citizens  for  a  Healthy  Bay,  771 
Broadway,  Tacoma,  Washington  98402, 
(206) 383-2429. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Allison  Hiltner,  Remedial  Project 
Manager,  U.S.  ^A,  Region  10  (ECL- 
116),  1200  Sixth  Avenue,  Seattle, 
Washington,  98101,  (206)  553-2140. 

SUPPLEMENTARY  INFORMATION: 

Table  of  Contents 

I.  Introduction 

II.  NPL  Deletion  Criteria 

III.  Deletion  Procedures 

IV.  Basis  For  Intended  Partial  Site  Deletion 

I.  Introduction 

The  United  States  Environmental 
Protection  Agency  (EPA)  Region  10 
announces  its  intent  to  delete  a  portion 
of  the  Commencement  Bay  Nearshore/ 
Tideflats  Superfund  Site  (CB/NT  Site) 
located  in  Pierce  County,  Washington 
(Figure  1)  from  the  National  Priorities 
List  (NPL),  which  constitutes  Appendix 
B  of  the  National  Oil  and  Hazardous 
Substances  Pollution  Contingency  Plan 
(NCP),  40  CFR  Part  300,  and  requests 
comments  on  this  proposal. 

This  partial  deletion  of  the  CB/NT  site 
is  proposed  in  accordance  with  40  CFR 
§  300.425(e)  and  the  Notice  of  Policy 
Change:  Partial  Deletion  of  Sites  Listed 
on  the  National  Priorities  List  60  Fed. 
Reg.  55466  (Nov.  1, 1995). 

This  proposal  for  partial  deletion 
pertains  only  to  portions  of  OU  1  (CB/ 


NT  Sediments),  and  OU  5  (CB/NT 
Sources).  At  the  CB/NT  site,  sources  are 
defined  as  releases  of  contaminants  or 
problem  chemicals  from  a  site  or  facility 
to  a  problem  area  identified  in  the  1989 
CB/NT  Record  of  Decision  (ROD).  Once 
an  ongoing  source  is  identified, 
regulatory  mechanisms  and  cleanup 
measures  are  implemented  to  control 
the  release  of  contaminants  to  the 
marine  eilvironment  and  to  ensure  ‘ 
compliance  with  environmental 
regulations. 

Specifically,  this  proposal  pertains  to 
the  sediments  contained  in  and  upland 
properties  draining  only  to  the  St.  Paul 
Waterway  or  Blair  Waterway,  and  to 
four  properties  which  were  transferred 
to  the  Puyallup  Tribe  of  Indians  under 
the  Puyallup  Land  Settlement  Act  of 
1989  (“Puyallup  Land  Settlement 
Properties”).  The  four  Puyallup  Land 
Settlement  Properties  proposed  for 
deletion  are:  the  Taylor  Way  Property, 
the  East-West  Road  Property,  the  Blair 
Waterway  Property,  and  the  portion  of 
the  Blair  Backup  Property  that  drains 
only  to  the  Blair  Waterway. 

^A  proposes  to  delete  the  above 
named  portions  of  the  sites  because  all 
appropriate  CERCLA  response  activities 
have  been  compleOd  in  those  areas. 
Environmental  investigations  and 
cleanup  work  at  these  portions  of  the 
site  are  consistent  with  the  September 
1989  CB/NT  ROD  that  describes  the 
cleanup  plan  for  the  site. 

The  properties  that  EPA  proposes  to 
delete  are  all  encompassed  within  the 
CB/NT  site  but  have  utilized  different 
regulatory  pathways  to  arrive  at  this 
point: 

•  St.  Paul  Waterway.  Cleanup  of  the 
St.  Paul  Waterway  was  required  imder 
the  CB/NT  Record -of  Decision  (ROD) 
dated  September  1989.  Cleanup  had 
actually  been  performed  in  1988  imder 
a  state  consent  decree.  The  cleanup  was 
approved  by  EPA  under  CERCLA 
pursuant  to  a  federal  consent  decree  in 
1991.  This  federal  decree  also  required 
long-term  monitoring  to  ensure 
protectiveness  of  human  health  and  the 
environment. 

•  Blair  Waterway.  Blair  Watehvay 
was  not  identified  as  a  priority  problem 
area  within  the  CB/NT  ROD.  The 
dredging  and  restoration  of  portions  of 
the  Blair  Waterway  was  complethd 
pursuant  to  the  Sitcum  Waterway 
Consent  Decree  firom  late  1993  through 
early  1995.  A  settlement  with  the  Port 
of  Tacoma  for  injuries  to  natural 
resources  in  Blair  Waterway  and  other 
portions  of  Commencement  Bay  was 
also  part  of  the  Consent  Decree. 

•  Puyallup  Tribe  Properties.  The 
Puyallup  Tribe  of  Indians  Land  Claims 
Settlement  Act  of  1989  required  transfer 


of  seven  commercial  and  industrial 
properties,  along  with  a  portion  of  the 
bed  of  the  Puyallup  River,  to  the 
Puyallup  Tri^  of  Indians.  Six  of  the 
properties,  comprising  approximately 
215  acres,  are  within  the  CB/NT 
Superfund  site.  Consistent  with  * 
CERCLA  requirements,  the  Puyallup 
Land  Claims  Settlement  Act  of  1989, 
and  the  Puyallup  Land  Transfer  Consent 
Decree  among  the  United  States,  the 
Port  of  Tacoma  and  the  Puyallup  Tribe 
of  Indians,  the  properties  have  now 
been  transferred  to  the  United  States  in 
trust  for  the  Puyallup  Tribe.  Cleanup 
actions  have  been  completed,  where 
necessary,  at  the  four  properties  within 
the  CB/NT  Superfund  Site  that  are 


the  remaining  portions  of  OU  1  and  OU 
5,  the  otl^er  OUs  of  the  site,  or  the  other 
Puyallup  Land  Settlement  Properties. 
This  partial  deletion  does  not  include 
the  portion  of  the  Blair  Backup  Property 
that  drains  to  the  Hylebos  Waterway. 
Response  activities  will  continue  at  all 
areas  of  the  site  not  contained  in  the 
partial  deletion  notice. 

The  NPL  is  a  list  maintained  by  EPA 
of  sites  that  EPA  has  determined  present 
a  significant  risk  to  public  health, 
welfare,  or  the  environment.  Sites  on 
the  NPL  may  be  the  subject  of  remedial 
actions  financed  by  the  Hazardous 
Substance  Superfimd  (Fund). 

Sites  (or  portions  of  sites)  are  deleted 
firom  the  NPL  when  one  or  more  of  the 
deletion  criteria  have  been  satisfied  (see 
next  section).  Deletion  from  the  NPL 
does  not  mean  that  further  regulatory 
actions  are  necessarily  precluded  or  that 
all  cleanup-related  activities  come  to  an 
end. 

For  example,  any  site  or  portion  of  a 
site  deleted  from  the  NPL  remains 
eligible  for  Fund-financed  remedial 
actions  under  §  104  of  CERCLA  if 
conditions  at  the  site  warrant  such 
action.  Other  potential  authorities  that 
may  be  used  to  compel  cleanup  action 
if  conditions  warrant  are  enforcement 
authorities  under  §  106  of  CERCLA  or 
under  applicable  state  or  tribal  law. 

Cleanup-related  activities  that  may 
continue  after  a  site  or  portion  of  a  site 
is  deleted  include  those  relating  to 
maintaining  the  protectiveness  of  the 
remedy.  Such  activities  may  include  the 
following: 

•  Long-term  monitoring  to  ensure  that 
the  cleanup  levels  that  have  been 
attained  are  not  exceeded  again  in  the 
future. 

•  Operation  and  maintenance  of 
cleanup  measures  or  functions  (e.g.,  a 
sediment  cap  or  a  landfill  leachate 
collection  system). 

•  Inspection  (e.g.,  of  an  asphalt  cap  to 
ensure  its  continued  integrity). 
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•  Institutional  controls  (e.g.,  measures 
such  as  fish  advisories  or  deed 
restrictions  to  restrict  access  or  exposure 
to  remaining  contamination). 

Other  important  requirements  or 
activities  that  may  he  ongoing  even  at 
portions  of  the  site  deleted  from  the 
NPL  include  the  following: 

•  Cost  recovery  from  liable  parties 
(note  that  deletion  from  the  NPL  does 
not  extinguish  the  liability  under 
CERCLA  of  potentially  responsible 
parties  connected  with  the  site  or 
portion  of  the  site). 

•  The  assessment  of  and  recovery  for 
damans  to  natural  resources. 

•  Compliance  with  pollution  control 
or  other  environmental  requirements 
under  applicable  federal,  tribal,  state  or 
local  law  (i.e.,  other  than  CERCLA).  For 
example,  under  state  law.  Ecology  may 
conduct  investigations  or  require 
response  actions  at  deleted  upland  and 
in-water  portions  of  the  site. 

Finally,  a  partial  deletion  of  a  site 
from  the  NPL  does  not  affect  or  impede 
the  ability  of  EPA  or  the  applicable  state 
or  Indian  tribe  to  conduct  response 
activities,  including  source  control,  at 
areas  not  deleted  and  remaining  on  the 
NPL. 

EPA  will  accept  comments 
concerning  its  intent  for  partial  deletion 
for  thirty  (30)  days  after  publication  of 
this  notice  in  the  Federal  Register  and 
a  newspaper  of  record. 

II.  NPL  Deletion  Criteria 

The  NCP  establishes  the  criteria  that 
EPA  uses  to  delete  sites  from  the  NPL. 

In  accordance  with  40  CFR  §  300.425(e), 
sites  may  be  deleted  from  the  NPL 
where  no  further  response  is 
appropriate  to  protect  public  health  or 
the  environment.  In  making  such  a 
determination  pursuant  to  Section 
300.425(e),  EPA  considers,  in 
consultation  with  the  State,  with  regard 
to  the  St.  Paul  and  Blair  Waterways,  and 
with  the  Puyallup  Tribe  of  Indians,  with 
regard  to  the  Puyallup  Land  Settlement 
Properties,  whether  any  of  the  following 
criteria  have  been  met: 

Section  300.42S(e)(l)(i).  Responsible 
parties  or  other  persons  have  implemented 
all  appropriate  response  actions  required:  or 

Section  300.425(e)(l)(ii).  All  appropriate 
Fund-financed  response  under  CERCLA  has 
been  implemented,  and  no  further  response 
action  by  responsible  parties  is  appropriate; 
or 

Section  300.425(e)(l)(iii).  The  remedial 
investigation  has  shown  that  the  release 
poses  no  significant  threat  to  public  health  or 
the  environment  and,  therefore,  taking  of 
remedial  measures  is  not  appropriate. 

III.  Deletion  Procedures 

Deletion  of  a  portion  of  a  site  from  the 
NPL  does  not  itself  create,  alter,  or 
revoke  any  person’s  rights  or 


obligations.  The  NPL  is  designed 
primarily  for  informational  purposes 
and  to  assist  Agency  management. 

The  following  procedures  were  used 
for  the  proposed  partial  deletion  of  the 
CB/NT  site: 

(1)  EPA  has  recommended  the  partial 
deletion  and  has  prepared  the  relevant 
documents. 

(2)  The  State  of  Washington,  with  respect 
to  the  St.  Paul  and  Blair  Waterways,  and  the 
Puyallup  Tribe  of  Indians,  with  respect  to  the 
Puyallup  Land  Settlement  Agreement 
Properties,  have  been  asked  to  concur  on 
EPA’s  final  determination  regarding  the 
partial  deletion. 

(3)  Concurrent  with  this  national  Notice  of 
Intent  for  Partial  Deletion,  a  notice  has  been 
published  in  a  newspaper  of  record  and  has 
been  distributed  to  appropriate  federal,  tribal, 
State,  and  local  government  officials,  and 
other  interested  parties.  These  notices 
announce  a  thirty  (30)  day  public  comment 
period  on  the  deletion  package,  which 
commences  on  the  date  of  pimlication  of  this 
notice  in  the  Federal  Regi^er  and  a 
newspaper  of  record. 

(4)  EPA  has  made  all  relevant  documents 
available  at  the  information  repositories 
listed  previously. 

This  Federal  Register  notice,  and  a 
concurrent  notice  in  a  newspaper  of 
record,  announce  the  initiation  of  a 
thirty  (30)  day  public  comment  period 
and  the  availability  of  the  Notice  of 
Intent  for  Partial  Deletion.  The  public  is 
asked  to  comment  on  EPA’s  proposal  to 
delete  portions  of  the  site  as  described 
in  this  notice  from  the  NPL.  All  critical 
documents  needed  to  evaluate  EPA’s 
decision  are  included  in  the  Deletion 
Docket  and  are  available  for  review  at 
the  information  repositories. 

Upon  completion  of  the  thirty  (30) 
day  public  comment  period,  EPA  will 
evaluate  all  comments  received  before 
issuing  the  final  decision  on  the  partial 
deletion.  EPA  will  prepare  a 
Responsiveness  Summary  for  comments 
received  during  the  public  comment 
period  and  will  address  concerns 
presented  in  the  comments.  The 
Responsiveness  Summary  will  be  made 
available  to  the  public  at  the 
information  repositories  listed 
previously.  Members  of  the  public  are 
encouraged  to  contact  EPA  Region  10  to 
obtain  a  copy  of  the  Responsiveness 
Summary. 

If,  after  review  of  all  public 
comments,  EPA  determines  that  the 
partial  deletion  from  the  NPL  is 
appropriate,  EPA  will  publish  a  final 
notice  of  partial  deletion  in  the  Federal 
Register.  Deletion  will  occur  when  the 
final  Notice  of  Partial  Deletion  is 
published  in  the  Federal  Register. 

IV.  Basis  for  Intended  Partial  Site 
Deletion 

The  following  provides  EPA’s 
rationale  for  deletion  of  portions  of  the 


CB/NT  site  from  the  NPL  and  EPA’s 
finding  that  the  criteria  in  40  CFR 
§  300.425(e)  are  satisfied  for  this 
deletion. 

General  Site  Description 

The  CB/NT  Superfund  site  is  located 
in  Tacoma,  Washington  at  the  southern 
end  of  the  main  basin  of  Puget  Sound. 
This  proposal  for  partial  deletion  of  the 
site  from  the  NPL  is  with  respect  to:  the 
Blair  Waterway,  the  St.  Paul  Waterway, 
and  four  of  the  Puyallup  Land 
Settlement  Properties.  The  delineation 
of  the  areas  proposed  for  partial  deletion 
are  further  described  below. 

The  CB/NT  site  was  listed  on  the  NPL 
on  September  8, 1983.  The  entire  CB/NT 
site  encompasses  an  active  commercial 
seaport  and  includes  10-12  square  miles 
of  shallow  water,  shoreline,  an  adjacent 
land,  most  of  which  is  highly  developed 
and  industrialized.  The  upland 
boundaries  of  the  site  are  defined 
according  to  the  contours  of  localized 
drainage  basins  that  flow  into  the 
marine  waters.  The  marine  boundary  of 
the  site  is  limited  to  shoreline,  intertidal 
areas,  bottom  sediments  and  water  of 
depths  less  than  60  feet  below  mean 
lower  low  water. 

The  deep  water  portion  of  the  bay  was 
proposed  for  listing  on  the  NPL, 
however,  was  not  listed  on  the  final 
NPL  because  water  quality  studies 
indicated  there  was  minimal 
contamination  in  the  area. 

Superfund  response  actions  at  the  CB/ 
NT  site  are  managed  under  six  operable 
units.  The  six  operable  units  constitute 
a  comprehensive  remedial  response  to 
actual  or  threatened  release  of 
hazardous  substances  that  are  associated 
with  the  Tacoma  Tar  pits,  the  ASARCO 
smelter  and  the  CB/NT  marine 
environment.  The  six  operable  units  are 
as  follows: 

OU  1 — CB/NT  Sediments 

OU  2 — ASARCO  Tacoma  Smelter 

OU  3 — ^Tacoma  Tar  Pits 

OU  4 — ASARCO  Off-Property 

OU  5 — CB/NT  Sources 

OU  6 — ASARCO  Sediments 

This  proposal  for  partial  deletion  of 
the  site  from  the  NPL  is  with  respect 
only  to  portions  of  two  operable  units: 
OU  1:  CB/NT  Sediments,  and  OU  5:  CB/ 
NT  Sources.  The  cleanup  of  the  other 
operable  units  are  being  addressed 
separately.  More  information  can  be 
obtained  on  these  other  cleanup 
activities  from  EPA. 

Site  History 

The  CB/NT  Remedial  Investigation, 
completed  in  1985,  characterized  the 
nature  and  extent  of  sediment 
contamination  in  the  site.  The  CB/NT 
Feasibility  Study,  completed  in  1988, 
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described  feasible  alternatives  for 
sediment  remedial  action  at  the  site. 

In  September  1989,  the 
Environmental  Protection  Agency 
published  a  ROD,  or  cleanup  plan,  that 
described  the  response  actions 
necessary  for  Operable  Units  1  and  5. 

The  response  actions  described  in  the 
ROD  are  limited  to  eight  of  the  nine 
contaminated  marine  sediment  problem 
areas  identified  in  the  Remedial 
Investigation/Feasibility  Study  (RI/FS). 
The  ninth  area,  the  Ruston-Pt.  Defiance 
Shoreline  problem  area,  is  being 
addressed  in  separate  actions  under 
O^rable  Unit  06:  ASARCO  sediments. 

The  eight  contaminated  marine 
sediment  problem  areas  for  which 
response  actions  are  required  under  the 
ROD  are: 

Head  of  Hylebos  Waterway 
Mouth  of  Hylebos  Waterway 
Sitcum  Waterway 
St.  Paul  Waterway 
Middle  Waterway 

Head  of  Thea  Foss  (formerly  City)  Waterway 
Mouth  of  Thea  Foss  (formerly  City) 

Waterway 

Wheeler-Osgood  Waterway 

EPA  recognized  that  cleanup  of 
contaminated  sediments  could  not 
proceed  imtil  major  sources  of 
contamination  were  controlled,  because 
ongoing  sources  could  recontaminate 
clean  sediment.  Consequently,  the  ROD 
describes  a  cleanup  strategy  &at 
incorporates  source  control  and 
sediment  cleanup. 

Source  control  activities  under  OU  05 
are  implemented  by  the  Washington 
Department  of  Ecology  under  a 
Cooperative  Agreement  with  EPA. 
Source  control  activities  as  defined  in 
the  CB/NT  ROD  and  EPA’s  1992  Source 
Control  Strategy  are  for  activities  that 
pose  an  actual  or  potential  threat  to 
marine  sediments  by  drainage  to  one  of 
the  eight  sediment  problem  areas. 

EPA  is  the  lead  agency  for  oversight 
of  the  sediment  cleanup  activities 
implemented  under  OU  1.  Due  to  the 
considerable  variation  in  tbe  typ>es  and 
concentrations  of  chemical 
contaminants  found  in  each  sediment 
problem  area,  die  ROD  explains  that 
cleanup  of  these  areas  would  proceed 
based  on  progress  made  in  source 
control  as  well  as  the  schedule  for 
cleanup  set  forth  in  the  ROD. 

Cleanup  progress  has  been  made  in  all 
areas  of  the  site.  The  notice  of  intent  to 
delete  portions  of  the  site  are  to 
recognize  the  cleanup  accomplishments 
to  date  and  to  designate  portions  of  the 
site  that  do  not  warrant  further  action 
under  the  federal  Superfund  program. 

Areas  For  Partial  Delection 

The  areas  of  the  site  that  are  proposed 
for  partial  deletion  and  for  which  EPA 


has  determined  that  no  further  response 
action  is  required  under  the  Superfund 
program  are:  St.  Paul  Waterway 
Sediments,  Blair  Waterway  Sediments, 
sources  draining  only  to  the  St.  Paul 
Waterway,  sources  draining  only  to  the 
Blair  Waterway,  and  four  of  the 
Puyallup  Land  Settlement  Properties. 
The  four  Puyallup  Land  Settlement 
Properties  proposed  for  deletion  are  the: 
the  Taylor  Way  Property,  the  East-West 
Road  Property,  the  Blair  Waterway 
Property,  and  the  portion  of  the  Blair 
Backup  Property  that  drains  only  to  the 
Blair  Waterway. 

Blair  Waterway  Sources  and  Sediments 

EPA  proposes  that  the  shoreline, 
intertidal  sediments,  bottom  sediments 
and  waters  of  the  Blair  Waterway,  and 
the  areas  and  sources  that  drain  only  tc 
the  Blair  Waterway  be  deleted  from  the 
NPL. 

Sediment  contamination  at  the  Blair 
Waterway  was  studied  under  the  CB/NT 
RI/FS.  EPA  concluded  in  the  RI/FS  and 
ROD  that  Blair  Waterway  was  a  low 
priority  area  of  the  site  and  did  not 
warrant  identification  as  a  sediment 
problem  area. 

Although  Blair  Waterway  was  not 
identified  as  a  priority  problem  area,  the 
dredging  and  restoration  of  portions  of 
Blair  Waterway  was  completed  by  the 
Port  of  Tacoma  under  the  Sitcum 
Waterway  Consent  Decree.  Between 
October  1993  and  December  1994,  the 
Port  of  Tacoma  dredged  2.4  million 
cubic  yards  of  sediment  from  the  Blair 
Waterway.  As  part  of  this  work,  the 
main  navigation  channel  as  well  as 
certain  adjacent  areas  within  the 
waterway  were  dredged  to  an 
approximate  depth  of  45-48  feet  below 
Mean  Lower  Low  Water  (MLLW).  A 
settlement  with  the  Port  of  Tacoma  for 
injuries  to  natural  resources  in  Blair 
Waterway  and  other  portions  of 
Commencement  Bay  was  also  part  of  the 
Sitcum  Waterway  Consent  Decree. 

Sources  that  drain  only  to  the  Blair 
Waterway  are  proposed  for  deletion 
from  the  NPL.  This  includes  properties 
in  the  area  which  is  bounded  (relative 
to  the  waterway)  by  Alexander  Avenue 
on  the  northeast,  the  new  SR  509 
(formerly  East-VVest  Road)  on  the  south 
and  Port  of  Tacoma  Road  on  the 
southwest,  and  any  other  properties 
outside  of  the  area  described  above  that 
drain  only  to  Blair  Waterway.  This 
partial  deletion  from  the  NPL  does  not 
affect  pollution  control  requirements 
otherwise  required  under  federal  or 
applicable  state  or  tribal  law. 

St.  Paul  Waterway  Sources  and 
Sediments 

EPA  proposes  that  the  St.  Paul 
Waterway,  and  upland  sources  that 


drain  only  to  the  St.  Paul  Waterway  be 
deleted  from  the  NPL. 

In  September  1988,  the  Simpson 
Tacoma  Kraft  Company  completed 
source  control  activities  and 
implemented  sediment  cleanup  in  the 
St.  Paul  Waterway  Problem  Area. 
Sediment  cleanup  actions,  which  were 
undertaken  as  part  of  a  December  1987 
Consent  Decree  with  Ecology  under  the 
State  of  Washington’s  Model  Toxics 
Control  Act,  consisted  of  the  placement 
of  clean  sediments  on  top  of 
contaminated  sediments  to  isolate  the 
contaminants  from  marine  life  and  to 
restore  intertidal  and  shallow  subtidal 
habitats.  The  Superfund  Completion 
Report  for  the  St.  Paul  Waterway  was 
approved  by  EPA  in  January  1991  and 
describes  the  source  control  and 
sediment  cleanup  efforts  in  the  St.  Paul 
Waterway.  The  work  was  formally 
approved  by  EPA  in  a  federal  Consent 
Etecree  in  1991  (No.  C91-526DT).  A 
corresponding  amendment  to  the  state 
consent  decree  has  already  removed  this 
site  from  the  state’s  Hazardous  Sites 
List. 

The  sediment  cap  is  functioning  in 
accordance  with  the  performance 
standards  defined  in  the  federal  Consent 
Decree.  The  project  is  now  in  the  long¬ 
term  monitoring  phase.  Monitoring 
requirements  are  defined  for  ten  years 
under  the  federal  Consent  Decree.  For 
the  past  8  years,  Simpson  Tacoma  Kraft 
has  performed  annual  monitoring  to 
ensure  that  the  sediment  cap  remains 
effective  and  that  healthy  marine 
communities  live  on  the  sediment  cap. 
This  physical,  chemical,  and  biological 
sampling  has  shown  that  the  sediment 
cap  is  functioning  as  planned,  and  that 
diverse  biological  communities  are 
inhabiting  the  area. 

On  a  larger  scale,  the  project  provides 
habitat  that  is  supporting  valuable 
ecological  functions.  Shorebirds  utilize 
the  site  for  feeding  and  rearing,  and  tide 
pools  observed  at  low  tide  are  abundant 
with  invertebrates.  Productive  shoreline 
habitat  exists  at  the  project  site  where 
there  was  essentially  no  productive 
habitat  prior  to  construction  of  the 
project. 

Long-term  monitoring  will  continue  at 
the  site,  as  required  under  the  federal 
Consent  Decree.  Should  the  monitoring 
indicate  any  potential  problem  with  or 
failure  of  the  remedy,  the  federal 
Consent  De<;ree  provides  a  process  for 
Early  Warning,  Contingency  Planning, 
Contingency  Response  and  Expedited 
Response  that  will  address  the  situation 
and  will  be  conducted  with  EPA 
oversight  and  approval.  After  10  years, 
the  need  for  monitoring  requirements 
will  be  determined  by  EPA,  the 
Puyallup  Tribe  of  Indians,  the 
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Muckleshoot  Indian  Tribe  and  federal 
and  state  natural  resource  trustees 
consulted  as  part  of  EPA’s  oversight  of 
this  project.  l^A  will  continue  to 
evaluate  site  performance  to  ensure 
protectiveness  of  the  remedy. 

Puyallup  Tribe  of  Indians  Land 
Settlement  Properties 

On  August  27, 1988,  the  Puyallup 
Land  Settlement  Agreement 
(Agreement)  was  sign'ed.  The  United 
States,  the  State  of  Washington,  the 
Puyallup  Tribe  of  Indians  (Tribe)  and 
the  Port  of  Tacoma  (Port)  are  among  the 
parties  to  the  Agreement.  This  landmark 
Agreement  resolved  historic  land  claim 
disputes  among  the  Puyallup  Tribe  and 
public  and  private  landowners  in  the 
Tacoma  tideflats  area.  Congress  formally 
incorporated  the  Settlement  Agreement 
into  federal  law,  the  Puyallup  Tribe  of 
Indians  Settlement  Act  of  1989,  25 
U.S.C.  1773. 

The  Settlement  Agreement  provided 
for  transfer  of  seven  commercial  and 
industrial  properties,  along  with  a 
portion  of  the  bed  of  the  Puyallup  River, 
to  the  United  States  to  be  held  in  trust 
for  the  Puyallup  Tribe.  These  lands  will 
play  a  key  role  in  future  Tribal 
economic  development  plans  and  were 
a  significant  consideration  in  the 
Settlement  Agreement.  Six  of  these 
properties,  comprising  approximately 
215  acres,  are  within  the  CB/NT 
Superfund  Site.  Under  the  Settlement 
Agreement,  the  Port  was  to  complete 
environmental  investigations  and  any 
necessary  cleanup  prior  to  property 
transfer.  The  Port  completed  cleanups 
by  1994,  and  the  six  properties  have 
been  transferred  to  the  United  States  in 
trust  for  the  Tribe. 

The  four  properties  proposed  for 
deletion  are:  the  Taylor  Way  Property, 
the  East-West  Road  Property,  the  Blair 
Waterway  Property,  and  the  portion  of 
the  Blair  Backup  Property  that  drains 
only  to  the  Blair  Waterway.  The  legal 
descriptions  for  these  properties  are 
contained  the  Deletion  Docket. 

EPA  believes  that  two  of  the 
Settlement  properties  and  part  of  a 
third — the  Inner  Hylebos  Property,  the 
Upper  Hylebos  Property,  and  the 
portion  of  the  Blair  Backup  Property 
that  drains  to  the  Hylebos  Waterway — 
should  not  be  deleted  from  the  NPL  at 
this  time.  The  Inner  Hylebos  Property 
and  the  Upper  Hylebos  Property  are 
adjacent  to  and  drain  to  the  Hylebos 
Waterway  Sediment  Problem  Areas  for 
which  investigations  are  still  underway. 
The  need  for  sediment  cleanup  on  both 
of  these  properties  is  an  outstanding 
issue  and  will  be  settled  as  part  of  the 
Hylebos  Waterway  sediment  cleanup. 
The  portion  of  the  Blair  Backup 
Property  that  drains  to  the  Hylebos 


Waterway  is  not  proposed  for  delisting 
at  this  time  because  of  the  potential 
contributions  of  past  owners  and 
operators  to  the  contamination  in  the 
Hylebos  Waterway. 

The  environmental  status  of  each 
property  is  described  briefly  below. 

EPA,  Ecology,  and  the  Puyallup  Tribe 
reviewed  and  performed  oversight  of  all 
environmental  investigations,  and 
approved  all  cleanup  decisions. 
Environmental  information  on  each 
Puyallup  Land  Settlement  Property, 
including  the  long-term  monitoring  and 
land  use  obligations  by  the  Port  of 
Tacoma  and  the  Puyallup  Tribe,  are 
described  in  the  Puyallup  Land  Transfer 
Consent  Decree  (No.  C94-5648).  For  all 
properties,  the  use  of  shallow 
groundwater  for  drinking  water 
purposes  is  prohibited. 

Taylor  Way  Property:  At  this  6-acre 
property,  environmental  investigations 
were  completed  in  1991  and  no  cleanup 
actions  were  required. 

East-West  Road  Property:  At  this  2- 
acre  property,  environmental 
investigations  were  completed  in  1991 
and  no  cleanup  actions  were  required 
for  the  soils.  Although  some  shallow 
groundwater  at  the  property  is 
conteuninated  by  sludges  that  are  buried 
on  an  adjacent  site,  that  groundwater 
cleemup,  if  necessary,  will  be  done  by 
third  parties  under  state  or  tribal  law. 

Blair  Waterway  Property:  This  43.4 
acre  site,  including  about  8  acres  of 
marine  sediments,  borders  Blair 
Waterway.  The  cleanup  activities  were 
completed  in  1994  and  included: 
removal  of  37,000  cubic  yards  of 
previously  dredged  sediments  that  were 
being  temporarily  stored  on  the 
property,  removal  of  about  16,450  cubic 
yards  of  slag  and  soil  from  the  central 
portion  of  the  site,  removal  of  100  cubic 
yards  of  arsenic  contaminated  soils  and 
sediment  lining  a  ditch,  dredging  of  the 
marine  portion  of  the  property  pursuant 
to  the  Sitcum  Waterway  Consent 
Decree,  and  containment  of 
contaminated  sediments  in  the  Lincoln 
Avenue  Ditch.  A  1.7  acre  wetlands 
mitigation  project  was  required  for 
filling  the  ditch  and  is  located  at  the 
Outer  Hylebos  Property.  For 
institutional  controls  at  the  site,  the 
Tribe  agrees  to  restrict  future  use  of  the 
site  to  industrial  purposes  under  M2  or 
M3  of  the  City  of  Tacoma  Zoning  Code 
(or  other  commercial  purposes  if 
conditions  are  met). 

Blair  Backup  Property:  This  is  an  85 
acre  site  between  Taylor  Way  and 
Alexander  Avenue.  The  cleanup 
activities  were  completed  in  1994  and 
focused  on  the  17-acre  former  Ohio 
Ferro  Alloys  smelter  area.  Cleanup 
included  removal  of  about  4,264  cubic 


yards  of  charcoal  briquettes  and 
contaminated  soil  for  disposal  in  a 
landfill  in  Klickitat  County.  Other 
actions  included  incorporation  of 
material  removed  from  the  Blair 
Waterway  Property  into  a  7  acre  portion 
of  the  Blair  Backup  Property  which  was 
then  capped  with  asphalt.  Ten  acres  of 
contamtfiated  soils  that  surround  the  7- 
acre  asphalt  cap  were  covered  with  2 
feet  of  sand  and  gravel.  For  institutional 
controls,  the  Tribe  agrees  to  retstrict 
future  use  of  the  site  to  industrial 
purposes  under  M2  or  M3  of  the  City  of 
Tacoma  Zoning  Code  (or  other 
commercial  purposes  if  conditions  are 
met),  and  restrict  any  construction 
activities  that  may  damage  the  cap  or 
cover.  The  Port  is  performing  long-term 
monitoring  in  the  capped  and  covered 
area. 

Permit  Exemption 

Under  CERCLA,  response  actions  are 
exempt  from  obtaining  federal,  state  or 
local  permits  where  such  actions  are 
conducted  on-site.  On-site  is  defined  as 
the  areal  extent  of  contamination  and  all 
suitable  areas  in  very  close  proximity  to 
the  contamination  necessary  for  the 
implementation  of  response  actions. 

The  substantive  requirements  otherwise 
contained  in  a  permit  must  be  complied 
with  for  the  on-site  response  action 
under  CERCLA  even  though  the  actual 
permit  document  is  not  obtained. 

The  reason  for  the  permit  exemption 
in  CERCLA  is  to  avoid  duplication  with 
requirements  under  permit  processes 
and  thus  expedite  cleanups  and  reduce 
costs.  For  example,  CERCLA  mandates 
public  participation  in  connection  with 
cleanup  decision,  on-  and  off-site.  It 
would  be  unnecessarily  time-consuming 
for  a  CERCLA  action  to  also  comply 
with  public  participation  requirements 
under  a  permit  process.  Therefore,  tho 
CERCLA  action  is  exempt  from  the 
nonsubstantive  components  of  federal, 
state  and  local  permits. 

Although  not  anticipated  at  this  time, 
there  could  be  a  need  in  the  future  for 
further  response  actions  at  deleted 
portions  of  the  site.  More  likely,  it  may 
be  necessary  to  use  a  deleted  portion  to 
implement  a  cleanup  elsewhere  at  the 
site.  For  example,  the  deleted  portion 
may  be  needed  as  a  staging  area.  In 
either  case,  the  same  rationale  for  the 
permit  exemption — to  avoid 
duplication,  expedite  cleanup  and 
reduce  costs — would  still  exist. 
Accordingly,  the  permit  exemption 
would  be  applicable  so  long  as  the 
response  action  taken  at  the  deleted 
portion  is  performed  in  accordance  with 
CERCLA. 
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(FR  Doc.  96-21629  Filed  8-27-96;  8:45  am) 
BILLING  CODE  6S60-50-C 


40  CFR  Part  300 

[FRL-6560-21 

National  Oil  and  Hazardous 
Substances  Pollution  Contingency 
Plan;  National  Priorities  List 

AGENCY:  Environmental  Protection 
Agency. 

ACTION:  Notice  of  intent  to  delete  the 
Sand  Creek  Industrial  Site  from  the 
National  Priorities  List:  Request  for 
Comments. 

SUMMARY:  The  Environmental  Protection 
Agency  (EPA),  Region  VIII  annoimces 
its  intent  to  delete  the  Sand  Creek 
Industrial  Site  (Site)  from  the  National 
Priorities  List  (NPL)  and  requests  public 
comment  on  this  action.  The  NPL 
constitutes  Appendix  B  to  the  National 
Oil  and  Hazardous  Substances  Pollution 
Contingency  Plan  (NCP),  40  CFR  part 
300.  EPA,  in  consultation  with  the 
Colorado  Department  of  Health  and 
Environment  (State),  has  determined 
that  all  appropriate  response  actions 
have  been  implemented  at  the  Site  and 
that  no  further  response  action  by 
responsible  parties  is  appropriate. 
Moreover,  EPA  after  consultation  with 
the  State,  has  determined  that  remedial 
activities  conducted  at  the  Site  are 
protective  of  public  health,  welfare,  and 
the  environment. 

DATES:  Comments  concerning  the 
proposed  deletion  of  the  Sand  Creek 
Site  may  be  submitted  to  EPA  on  or 
before  ^ptember  27, 1996. 

ADDRESSES:  Comments  may  be  mailed 
to:  Ema  Acheson,  8EPR-SR,  U.S. 
Environmental  Protection  Agency, 
Region  Vm,  999  18th  Street,  Suite  500, 
Elenver,  Colorado  80202-2466. 

Comprehensive  information  on  this 
Site  is  available  through  the  EPA, 
Region  Vin  public  docket,  which  is 
located  at  EPA’s  Region  Vin 
Administrative  Records  Center  and  is 
available  for  viewing  from  8:00  a.m.  to 
4:30  p.m.,  Monday  through  Friday, 
excluding  holidays.  Requests  for 
documents  should  be  directed  to  the 
EPA,  Remon  Vin  Records  Center. 

The  address  for  the  Regional  Records 
Center  is:  Administrative  Records 
Center,  U.S.  Environmental  Protection 
Agency,  Region  Vni,  999  18th  Street, 
Floor,  I^nver,  Colorado  80202- 
2466,  (303)  312-6473. 

Backgroimd  information  from  the 
Region^  public  docket  is  also  available 
for  viewing  at  the  Sand  Creek  Industrial 
site  information  repositories  located  at 
the: 


Colorado  Department  of  Public  Health 
and  Environment,  Hazardous 
Materials  and  Waste  Management 
Division,  4300  Cherry  Creek  Drive 
South,  Denver,  Colorado  80222,  (303) 
692-3300,  Homs:  8:00  a.m.  to  5:00 
p.m.,  Monday  through  Friday 
Adams  County  Library,  7185  Monaco 
Street,  Commerce  City,  CO  80022, 

(303)  287-0063 

FOR  FURTHER  INFORMATION,  CONTACT: 

Ema  Acheson,  8EPR-SR,  U.S.  EPA, 
Region  Vlll,  999  18th  Street,  Suite  500, 
Denver,  Colorado  80202-2466,  (303) 
312-6762. 

SUPPLEMENTARY  INFORMATION: 

Table  of  Contents 

l.  Introduction 

II.  NPL  Deletion  Criteria 

m.  Deletion  Procedures 

rv.  Basis  for  Intended  Site  Deletion 

V.  Community  Relations 

VI.  Summary 

I.  Introduction 

The  Environmental  Protection  Agency 
(EPA),  Region  VUI  announces  its  intent 
to  delete  &e  Sand  Creek  Industrial  Site 
(Site)  located  in  Commerce  City, 
Colorado  from  the  National  Priorities 
List  (NPL)  and  requests  comments  on 
this  deletion.  The  NPL  constitutes 
Appendix  B  of  the  National  Oil  and 
Hazardous  Substances  Pollution 
Contingency  Plan  (NCP),  Title  40  of  the 
Code  of  Federal  Regulations  (40  CFR),  as 
amended.  EPA  identifies  sites  that 
appear  to  present  a  significant  risk  to 
public  he^th,  welfare,  or  the 
environment  and  maintains  the  NPL  as 
a  list  of  those  sites.  Sites  on  the  NPL 
may  be  the  subject  of  remedial  actions 
financed  by  the  Hazardous  Substance 
Superfund  Response  Trust  Fund  (Fimd). 
Pureuant  to  §  300.425(e)(3)  of  the  NCP, 
emy  site  deleted  from  the  NPL  remains 
eligible  for  Fimd-financed  remedial 
actions  in  the  imlikely  event  that  future 
conditions  at  the  site  warrant  such 
action. 

It  is  EPA’s  intent  to  delete  the  Sand 
Creek  Industrial  Site  from  the  NPL.  EPA 
will  accept  comments  on  this  proposed 
deletion  for  thirty  days  following 
publication  of  this  notice  in  the  Federal 
Rn^er. 

Section  II  of  this  notice  explains  the 
criteria  for  deleting  sites  from  the  NPL. 
Section  m  discusses  procedures  that 
EPA  is  using  for  this  action.  Section  IV 
discusses  how  the  Sand  Creek  Industrial 
site  meets  the  deletion  criteria. 

Deletion  of  sites  from  the  NPL  does 
not  itself  create,  alter,  or  revoke  any 
individual’s  rights  or  obligations  with 
regard  to  an  individual  site.  The  NPL  is 
designed  primarily  for  informational 
purposes  and  to  assist  EPA 
management. 


n.  NPL  Deletion  Criteria 

The  NCP  establishes  the  criteria  that 
EPA  uses  to  delete  sites  from  the  NPL. 

In  accordance  with  40  CFR  §  300.425(e), 
sites  may  be  deleted  from  the  NPL 
where  no  further  response  is 
appropriate.  In  making  this 
determination,  EPA  will  consider 
whether  any  of  the  following  criteria 
have  been  met: 

(i)  EPA,  in  consultation  with  the  State,  has 
determined  that  responsible  or  other  parties 
have  implemented  all  appropriate  response 
actions  required;  or 

(ii)  All  appropriate  Fund-financed 
responses  under  CERCLA  have  been 
implemented  and  EPA,  in  consultation  with 
the  State,  has  determined  that  no  further 
cleanup  by  responsible  parties  is  appropriate; 
or 

(iii)  Based  on  a  remedial  investigation, 

EPA,  in  consultation  with  the  Slate,  has 
determined  that  the  release  poses  no 
significant  threat  to  public  health  or  the 
environment  and,  therefore,  taking  of 
remedial  measures  is  not  appropriate. 

For  all  Remedial  Actions  (RA)  which 
result  in  hazardous  substances, 
pollutants,  or  contaminants  remaining 
at  the  site  above  levels  that  allow  for 
tmlimited  use  and  unrestricted 
exposure,  it  is  EPA’s  policy  that  a 
review  of  such  action  be  conducted  no 
less  than  every  five  years  after  initiation 
of  the  selected  RA.  As  stated  under 
“Basis  for  Intended  Deletion,”  the 
selected  remedy  for  the  Sand  Creek 
Industrial  Site  required  the  removal  of 
the  contaminated  soils,  rubble,  and 
investigation-derived  waste  finm  the 
Site.  There  were  also  ground  water  and 
landfill  gas  components  to  the  remedy. 
Site  contaminants  had  affected  the 
ground  water  aquifer.  As  a  result  of 
implementing  tMs  remedy,  hazardous 
substances,  pollutants,  and 
contaminants  were  removed  from  the 
Site  and  eliminated  as  potential  sources 
of  contamination.  The  site  has  been 
remediated  to  allow  industrial  use  only. 
Institutional  Controls,  groundwater 
monitoring,  landfill  gas  monitoring,  and 
operation  and  maintenance  of  the 
LFGES  at  OUs  3  &  6  are  required  to 
ensure  that  the  remedies  remain 
protective.  In  accordance  with  40  CFR 
§  300.430(f)(4)(ii),  five-year  reviews  are 
required  for  this  Site.  The  first  five-year 
review  was  completed  on  this  site  on 
September  20, 1995. 

ni.  Deletion  Procedures 

EPA,  Region  VIII  will  accept  and 
evaluate  public  comments  before 
making  a  final  decision  to  delete  tlie 
Sand  Creek  Industrial  Site.  The 
following  procedures  were  used  for  the 
intended  deletion  of  this  Site: 


44276 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Proposed  Rules 


1.  EPA,  Region  VIII  has  recommended 
deletion  of  the  Sand  Creek  Industrial  Site  and 
has  prepared  the  relevant  documents. 

2.  The  State  of  Colmado  has  concurred 
with  EPA’s  recommendation  for  deletion. 

3.  Concurrent  with  this  National  Notice  of 
Intent  to  Delete,  a  local  notice  has  been 
published  in  local  newspapers  and  has  been 
distributed  to  appropriate  Federal,  State  and  . 
local  ofhcials,  and  other  interested  parties. 

4.  The  Region  has  made  all  relevant 
documents  available  in  the  Regional  Office 
and  local  site  information  repositories. 

The  comments  received  during  the 
notice  and  comment  period  will  be 
evaluated  before  making  a  final  decision 
to  delete.  The  Region  will  prepare  a 
Responsiveness  Summary,  which  will 
address  the  comments  received  during 
the  public  comment  period. 

Subsequent  to  the  public  comment 
period,  a  deletion  will  occur  after  EPA 
publishes  a  Notice  of  Deletion  in  the 
Federal  Register.  The  NPL  will  reflect 
any  deletions  in  the  next  final  update. 
Public  notices  and  copies  of  the 
Responsiveness  Summary  will  be  made 
available  to  local  residents  by  Region 

vra. 

IV.  Basis  for  Intended  Site  Deletion 

The  following  summary  provides 
EPA’s  rationale  for  recommending  * 
deletion  of  the  Sand  Creek  Industrial 
Superfund  Site. 

The  Sand  Creek  Industrial  site  is 
located  in  Conunerce  City  and  Denver, 
Colorado.  Most  of  the  site  and 
surrounding  area  is  industrialized  and 
contains  trucking  firms,  petroleum  and 
chemical  supply  and  production 
companies,  warehouses,  small 
businesses  and  a  few  residences. 
Previous  industrial  activity  and  waste 
disposal  practices  at  the  Sand  Creek  site 
resulted  in  the  contamination  of  ground 
water,  and  soil  in  the  area.  During  the 
1970’s  and  early  1980’s,  a  variety  of 
environmental  contamination  was 
discovered  and  identified  at  the  Site  by 
the  State  of  Colorado  and  EPA  which 
included  the  following  properties: 

1.  The  Oriental  Refinery  property  was  the 
site  of  a  fire  in  1955  which  resulted  in  the 
release  of  approximately  48,000  gallons  of 
refined  petroleum  products.  In  1980,  the  EPA 
discovered  diesel  ffiel  contamination  in 
several  groundwater  monitoring  wells. 

2.  The  Colorado  Organic  Chemical 
Company  (COC)  manufactured  pesticides 
beginning  in  the  1960’s  and  intermittently 
through  1984.  There  was  a  serious  fire  at  this 
property  in  1968. 

3.  The  L-C  Corporation  (LCC)  prop)erty  was 
used  to  store  and  neutralize  spent  acidic 
wastes  from  a  herbicide  chemical  plant.  In 
1974,  livestock  that  strayed  onto  the  property 
had  severe  chemical  bums. 

4.  At  the  48th  and  Holly  Landfill  (Landfill) 
waste  disposal  operations  were  conducted 
between  1968  and  1975.  Demolition  and 
domestic  refuse  was  accepted.  In  1977,  two 


explosions  of  combustible  gas,  which  killed 
two  men  and  injured  five  others,  were  traced 
to  the  migration  of  the  methane  gas  from  the 
Landfill. 

The  Sand  Creek  site  was  added  to  the 
original  National  Priorities  List  (NPL)  of 
400  sites  in  December  1982.  The 
primary  concerns  for  potential  harm  to 
human  health  and  the  environment 
presented  by  these  properties  on  the  site 
were  exposure  to  contaminated  soils 
and  sediments,  landfill  gas  and  debris, 
and  potential  ingestion  of  contaminated 
groundwater. 

The  contaminants  of  concern  for  the 
Sand  Creek  site  included  volatile  and 
semi-volatile  organics,  pesticides, 
herbicides  and  heavy  metals. 

The  objectives  of  the  response  actions 
at  the  Sand  Creek  Site  were  to  protect 
human  health  and  the  environment  and 
to  restore  the  Site  for  industrial  re¬ 
development.  These  objectives 
consisted  of  four  primary  goals  as 
follows: 

•  To  reduce  the  risk  to  industrial 
workers  exposed  to  soil  through 
ingestion  or  inhalation  so  that  they 
would  not  suffer  health  problems; 

•  To  ensure  that  a  child  walking  or 
playing  while  trespassing  onto  the  Site 
would  not  have  health  problems 
resulting  from  area  soils; 

•  To  ensure  that  gases  generated  firom 
the  Landfill  would  not  migrate  off-site 
and  cause  explosions  or  otherwise 
endanger  health;  and 

•  To  reduce  the  contamination  source 
area  for  groundwater  absorption  so  that 
“potential  groundwater  use”  would  be 
possible. 

Where  appropriate,  selected  remedies 
utilized  permanent  solutions  and 
alternative  treatment  technologies  to  the 
maximiun  extent  practicable  and 
satisfied  the  statutory  preference  for 
treatment  as  a  principal  element. 

The  Sand  Creek  site  was  divided  into 
six  Operable  Units  (OUs)  or  study  areas 
to  address  the  complexities  associated 
with  the  site.  These  OUs  and  the 
response  actions  taken  to  address  the 
specific  problems  associated  with  these 
areas  are  briefly  described  below: 

Operable  Unit  #  1  (The  Colorado 
Organic  Chemicals  Property) 

Other  than  an  estimated  1,000  cubic 
yards  of  surfece  soils  highly 
contaminated  with  Halogenated  Organic 
Compounds  (HOCs),  OU  1  remediation 
focused  on  treatment  of  subsurface  soils 
contaminated  with  Volatile  Organic 
Compounds  (VOCs).  The  surface  soils 
were  treated  through  excavation  and 
incineration  and  the  subsurface  soils 
were  treated  with  Soil  Vapor  Extraction 
(SVE). 

During  1991  and  1992,  EPA  removed 
approximately  2000  cubic  yards  of 


debris,  including  four  buildings,  four 
rail  cars,  two  concrete  tanks,  and  13 
steel  tanks.  This  debris  was  removed  by 
a  licensed  hauler  and  disposed  in 
permitted  landfills.  Between  September 
1993  and  April  1994  EPA  utilized  SVE 
to  remove  over  176,000  pounds  of  VOC 
contamination  from  the  OUl  soils,  of 
which  approximately  3,250  pounds 
were  specified  contaminants  of  concern 
for  OU  1. 

There  were  no  aspects  of  the  RA  for 
OU  1  which  failed  to  conform  to  the 
remedial  objectives  as  specified  in  the 
ROD  and  ESD  for  OU  1. 

Operable  Unit  #  2 

The  acid  pits  on  the  LCC  property 
were  neutralized  on  three  occasions  in 
the  late  1970s  and  early  1980s.  Because 
of  these  cleanup  activities,  in  addition 
to  low  levels  of  contaminants  of  concern 
at  the  site,  it  was  determined  that  no 
significant  risk  to  human  health  or  the 
environment  existed  at  OU  2.  Therefore, 
a  “no  further  action”  alternative  was 
adopted,  and  no  RA  took  place  at  OU  2. 

OU  #  3/6  (The  48th  and  Holly  Lqndfiil) 

On  August  15, 1990,  EPA  signed  an 
Unilateral  Administrative  Order  (UAO) 
for  a  removal  action  for  OU  6  which 
became  effective  August  25, 1990 
(Docket  No.  CI:RCLA-VIII-90-20).  The 
UAO  addressed  risks  associated  with 
gaseous  emissions  from  the  Landfill.  On 
December  24, 1990,  EPA  issued  an 
Action  Memorandum  for  an 
Enforcement-Lead  Removal  Action.  The 
Action  Memorandum  required  the 
installation  and  operation  of  a  Landfill 
Ckts  Extraction  System  (LEGES),  and 
installation  and  maintenance  of  a 
security  fence  and  a  vegetative  cover  for 
the  Landfill.  The  LEGES  system  began 
operating  on  May  31, 1991.  An  EPA 
approved  Pinal  Removal  Action  Report 
for  OU  6  (October  31, 1991)  documented 
that  the  removal  action  was  completed 
in  accordance  with  the  requirements  of 
the  Action  Memorandum. 

The  selected  RAs  for  OUs  3  and  6 
were  described  in  a  single  ROD  since 
OUs  3  and  6  are  both  associated  with 
the  48th  and  Holly  Landfill. 

Remediation  of  the  Landfill  focused  on 
methane  gas  removal,  institutional 
controls,  and  monitoring. 

The  first  requirement  of  the  ROD  was 
to  continue  operation  and  maintenance 
of  the  LEGES  installed  by  the  PRPs  in 
1991  under  the  August,  1990  UAO.  The 
LEGES  collects  methane  gas  through 
underground  pipes  and  destroys  it  in  an 
enclosed  flare  system.  In  addition  to 
methane  gas  removal,  the  ROD  required 
institutional  controls  and  monitoring  of 
Landfill  gas  and  groundwater.  Landfill 
gas  monitoring  (for  methane)  began  in 
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1991,  and  groundwater  monitoring 
began  in  September,  1994. . 

An  EPA  approved  Final  Remedial 
Action  Completion  Report  (RACR), 
dated  November  22, 1994,  documented 
that  the  remedial  action  for  OUs  3/6  was 
completed  and  the  on-going  operation 
and  maintenance  continues  in 
accordance  with  the  requirements  of  the 
Jime  30, 1993  ROD.  The  RACR  and  all 
remedied  actions  were  completed  by 
Potentially  Responsible  Parties  (PRPs). 

There  were  no  aspects  of  the  RA  for 
OUs  3/6  which  failed  to  conform  to  the 
remedial  objectives  as  specified  in  the 
ROD  for  OUs  3/6. 

Operable  Unit  #  4 

Remediation  of  OU  4  focused  on 
institutional  controls  and  monitoring  of 
site-wide  groimdwater.  The  RA  also 
included  removal  of  a  Light  Non- 
Aqueous  Phase  Liquid  (I^APL) 
contamination  plume. 

Institutional  controls  for  OU  4  are 
being  implemented  by  the  State  of 
Colorado  in  conjvmction  with  local 
governments.  These  controls  will 
minimize  exposure  to  contaminated 
groundwater  in  this  area  by  preventing 
any  use  of  highly  contaminated 
groundwater  and  limiting  general 
groundwater  use  to  non-domestic 
OSes  only. 

A  conducted  quarterly  groimdwater 
monitoring  and  semi-annual  surface 
water  monitoring  during  the  period  of 
September,  1994  to  June,  1995  for  OU  4. 
Monitoring  was  specified  as  a  primary 
objective  in  the  April,  1994  ROD.  At  the 
time  of  the  writing  of  this  report,  the 
sampling  results  indicate  that 
groundwater  contamination  is  isolated 
on-site  and  that  (due  to  the  low 
permeabihty  of  the  subsurface  soils)  it  is 
not  migrating  off-site.  These  results 
support  the  decisions  documented  in 
the  ROD  which  identified  the  primary 
goals  of  OU  4  response  actions  as 
institutional  controls  and  monitoring. 

A  secondary  goal  identified  in  the 
April,  1994  ROD  was  to  recover  a 
portion  of  an  LNAPL  plume  located  in 
the  northwest  portion  of  the  Site.  The 
removal  was  to  be  accomplished  by 
utihzing  Dual  Vapor  Extraction  (DVE). 
The  equipment  used  for  DVE  was 
fundamentally  the  same  as  that  used  for 
the  SVE  treatment  of  OU  1  soils.  EPA 
operated  the  DVE  system  from  October, 
1994  to  April,  1995.  During  this  time, 
only  6000  gallons  of  LNAPL  was 
recovered,  far  below  the  estimated  total 
volume  of  the  LNAPL.  These  data  show 
that  even  with  an  active  “pump  and 
treat”  system,  the  LNAPL  contamination 
is  very  immobile.  The  design  and  results 
of  this  system  can  be  utilized  by  EPA  in 
the  future  if  contaminants  are 
determ^ed  to  be  migrating  off-site  and 


if  an  active  pump  and  treat  system  is 
deemed  to  1m  necessary  to  contain  the 
contaminant  migration. 

An  EPA  approved  RACR,  dated 
September  20, 1995,  documents  that  the 
remedial  action  for  OU  4  was  completed 
in  accordfmee  with  the  remedial  action 
objectives  specified  in  the  April,  1994 
ROD. 

Operable  Unit  #5 

Remediation  for  OU  5  focused  on 
excavation  and  Low  Temperature 
Thermal  Treatment  (LTTT)  of  surface 
and  shallow  soils  (soils  fixim  ground 
level  to  a  depth  of  five  feet) 
contaminated  with  pesticides,  metals, 
{md  VOCs. 

A  total  volume  of  8,254  cubic  yards  of 
soil  was  excavated.  The  excavat^  soil 
was  remediated  between  June  28  and 
July  29, 1994  using  LTTT.  After 
backfilling  with  the  treated  soil,  a  cover 
crop  was  planted  to  restore  the  Site  and 
to  help  prevent  erosion. 

An  EPA  approved  RACR,  dated 
October  28, 1994  documents  that  the 
remedial  action  for  OU  5  was  completed 
in  accordance  with  the  requirements  of 
the  September  8, 1993  ROD 
Amendment,  with  one  exception.  The 
target  cleanup  level  for  arsenic  (12.7 
m^g)  was  not  achieved  in  a  majority 
of  post-remediation  confiirmatory  soil 
samples  obtained  from  stockpiles  of  100 
cubic  yards  of  treated  soil.  The  average 
post-remediation  concentration  of 
arsenic  in  the  treated  soil  was  24.9  mg/ 
kg.  Because  the  arsenic  target  level  was 
not  achieved,  EPA  performed  a  post¬ 
remediation  risk  assessment  in  order  to 
determine  if  the  Site  conditions  were 
protective  of  human  health  and  the 
environment.  Since  all  other 
contaminants  of  concern  were  reduced 
below  their  target  action  levels,  the 
maximum  overall  carcinogenic  risk  at 
the  Site,  even  with  the  hi^er 
concentrations  of  arsenic,  was 
calculated  to  be  2  X  10~5.  This  level 
falls  well  within  the  EPA's  acceptable 
risk  range  of  10"^  to  10“*.  Therefore, 
the  post-remediation  condition  of  OU  5 
is  considered  to  be  protective  of  human 
health  and  the  environment.  Thus,  EPA 
does  not  plan  any  further  remedial 
activities  at  this  area  of  the  Site. 

During  the  pre-final  inspection  of  the 
Site,  which  occurred  on  August  22, 

1994,  EPA  investigators  discovered 
additional  wastes  in  the  area  of  OU  5. 
These  wastes  consisted  of  soils 
contaminated  with  pesticides  and  oil, 
drums  containing  pesticides  and 
laboratory  chemicals,  and  contaminated 
building  debris  and  asbestos.  As  these 
wastes  posed  a  high  risk,  EPA  initiated 
a  time-critical  removal  action  to  respond 
to  the  situation. 


The  removal  response  activity  was 
carried  out  from  Oictober  1994  to 
September,  1995.  This  activity  consisted 
of  the  removal  and  offsite  disposal  of: 

188  drums  containing  various  chemicals 
and  pesticides,  7  compressed  gas 
cylinders  containing  toxic  and  non-toxic 
gases,  2400  cubic  yards  of  oily  and 
pesticide  contaminated  soils, 
approximately  240  cubic  yards  of 
asbestos  and  oil  contaminated  soils,  40 
cubic  yards  of  contaminated  building 
debris,  and  30  cubic  yards  of  RCRA 
contaminated  drums  and  debris.  An 
additional  600  gallons  of  Number  36 
waste  fuel  oil  was  also  removed  and 
sent  offsite  to  a  recycling  facility.  This 
area  of  the  site  was  regraded  and 
reseeded  following  the  completion  of  all 
removal  and  disposal  activities.  The 
Final  Pollution  Report  (U.S.  EPA, 
September  20, 1995)  documents  all 
removal  activities  performed  and 
disposition  of  the  wastes  sent  off-site. 

V.  Community  Relations 

Community  interest  in  the  Sand  Creek 
Superfund  Site  has  been  limited. 
However,  EPA’s  community  relations 
effort  was  comprehensive.  EPA  ^ 

distributed  Fact  Sheets  to  area 
businesses,  residents,  and  local 
agencies.  EPA  also  provided  public 
meetings  and  site  tours  to  explain  the 
Superfund  process  and  cleanup 
activities  planned  for  the  Site.  In 
addition,  EPA  met  with  Tri-Coimty 
Health  Department  staff.  South  Adams 
Coimty  Water  and  Sanitation  District,  . 
the  Rocky  Mountain  Arsenal  Superfund 
team.  Commerce  City/ Adams  County 
officials,  U.S.  Representative  Patricia 
Schroeder,  and  other  interested 
individuals. 

VI.  Summary 

The  remedies  completed  at  the  site 
were  mandated  by  the  Records  of 
Decision  and  based  on  the  Remedial 
Design  and  Remedial  Investigation  and 
Feasibihty  Study  Reports.  The  LTTT, 
SVE,  and  DVE  were  comprehensive 
“one-time”  restoration  activities  and  do 
not  include  operation  and/or 
maintenance  requirements.  However, 
there  are  ongoing  institutional  controls, 
groundwater  monitoring  activities,  and 
O  &  M  requirements  for  OU  3/6 
remaining  at  the  Site.  The  completed 
remedies  do  result  in  hazardous 
substances  remaining  on  site  at  levels 
which  do  not  allow  for  unlimited  land 
use  and  unrestricted  exposure; 
therefore,  there  is  a  requirement  for  five- 
year  reviews  of  the  Site  to  ensure  that 
remedies  remain  protective.  The  first 
five-year  review  for  the  Sand  Creek  site 
was  completed  on  September  20, 1995. 
All  completion  requirements  for  the 
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Sand  Creek  Site  have  been  achieved  as 
outlined  in  OSWER  Directive  9320.2- 
3A. 

EPA,  with  the  concurrence  of  the 
State  of  Colorado,  has  determined  that 
all  appropriate  Fund-financed  responses 
required  by  CERCLA  at  the  Sand  Creek 
Site  have  been  completed.  Continued 
maintenance  of  the  LFGES  and  landfill 
cap/cover/fencing  is  required  as  well  as 
continuance  of  the  groundwater  and 
landfill  gas  monitoring  programs. 

Dated;  August  12, 1996. 

Jack  W.  McGraw, 

Acting  Regional  Administrator,  U.S. 
Environmental  Protection  Agency,  Region 

vm. 

[FR  Doc.  96-21631  Filed  6-27-96;  8:45  am] 
BaUNQ  CODE  6660-«(M> 


40  CFR  Part  372 

[OPPTS-4001040;  FRL-5394-7]  . 

RIN  2070-AC71 

Addition  of  Faciiities  in  Certain 
industry  Sectors;  Toxic  Chemicai 
Reiease  Reporting;  Community  Right* 
to*Know;  Extension  of  Comment 
Period 

agency:  Environmental  Protection 
Agency  (EPA). 

ACTKMt:  Proposed  rule;  further  extension 
of  comment  period. 

SUMMARY:  In  the  Federal  Register  of 
June  27. 1996,  EPA  issued  a  proposed 
rule  to  add  seven  industry  groups  to  the 
list  of  industries  required  to  report 
imder  the  Emergency  Planning  and 
Community  Ri^t-to-Know  Act  of  1986 
^PCRA)  section  313  and  section  6607 
of  the  Pollution  Prevention  Act  of  1990 
(PPA).  In  order  to  provide  additional 
time  to  comment  on  this  proposal  and 
the  additional  dociunents  available  as 
announced  in  the  Federal  Register  on 
August  21, 1996  (61  FR  43207),  EPA  is 
extending  the  conunent  period  imtil 
September  25, 1996. 

DATES:  Comments  must  be  received  by 
September  25, 1996. 

ADDRESSES:  Written  comments  should 
be  submitted  in  triplicate  to:  OPPT 
Docket  Clerk,  TSCA  Document  Receipt 
Office  (7407),  Office  of  Pollution 
Prevention  and  Toxics,  Environment€d 
Protection  Agency,  Rm.  E-G099,  401  M 
St.,  SW.,  Washington,  DC  20460. 
Comments  containing  information 
claimed  as  confidential  must  be  clearly 
marked  as  confidential  business 
information  (CBI).  If  CBI  is  claimed, 
three  additional  sanitized  copies  must 
also  be  submitted.  Nonconfidential 
versions  of  comments  on  the  proposed 
rule  will  be  placed  in  the  rulemaking 


•record  and  will  be  available  for  public 
inspection.  Comments  should  include 
the  docket  control  number  for  this 
doounent,  OPPTS-400104D  and  the 
EPA  contact  for  this  document.  Unit  n. 
of  this  document  contains  additional 
information  on  submitting  comments 
containing  information  claimed  as  CBI. 

Comments  and  data  may  also  be 
submitted  electronically  by  sending 
electronic  mail  (e-mail)  to: 
oppt.ncic@epamail.epa.gov.  Electronic 
comments  must  be  submitted  as  an 
ASCn  file  avoiding  the  use  of  special 
characters  and  any  form  of  encryption. 
Comments  and  data  will  also  be 
accepted  on  disks  in  WordPerfect  5.1 
file  format  or  ASCII  file  format.  All 
comments  and  data  in  electronic  form 
must  be  identified  by  the  docket  niimber 
OPPTS-400104D.  No  CBI  should  be 
submitted  through  e-mail.  Electronic 
comments  on  this  proposed  rule  may  be 
filed  online  at  many  Federal  Depository 
Libraries.  Additional  information  on 
electronic  submissions  can  be  found  in 
Unit  n.  of  this  document. 

FOR  FURTHER  INFORMATION  CONTACT:  Tim 
Crawford  at  202-260-1715,  e-mail: 
crawford.tim@epamail.epa.gov,  or  Brian 
Symmes  at  202-260-9121,  e-mail: 
symmes.brian@epamail.epa.gov,  or  the 
Emergency  Planning  and  Commiuiity 
Right-to-Know  Information  Hotline, 
Environmental  Protection  Agency,  Mail 
Stop  5101,  401  M  St.,  SW.,  Washington, 
DC  20460,  Toll  fi«e:  1-800-535-0202,  in 
Virginia  and  Alaska:  703-412-9877  or 
Toll  free  TDD:  1-800-553-7672. 
SUPPLEMENTARY  INFORMATION: 

I.  Introduction 

Current  EPCRA  section  313  reporting 
requirements  apply  to  facilities 
classified  in  the  manufacturing  sector 
(Standard  Industrial  Classification  codes 
20-39)  that  have  10  or  more  full-time 
employees,  and  that  manvifactujre, 
process,  or  otherwise  use  one  or  more 
listed  section  313  chemicals  above 
certain  threshold  amounts.  EPA  has 
been  in  the  process  of  evaluating 
industry  groups  for  potential  addition 
under  EPCRA  section  313.  EPA  recently 
issued  a  proposed  rule  to  add  seven 
industry  groups  to  the  list  of  industries 
subject  to  EPCRA  section  313  reporting 
requirements  (61  FR  33588,  Jime  27, 
1996)  (FRU-5379-3).  At  61  FR  43207, 
August  21, 1996  (FRL-5393-4),  EPA 
issued  a  Notice  extending  the  comment 
period  for  certain  additional  documents 
to  September  4, 1996.  This  Notice 
further  extends  the  comment  period  for 
the  proposal  and  the  additional 
documents  to  September  25, 1996. 

EPA  believes  mat  by  extending  ffie 
comment  period  by  30  days  it  can 
adequately  satisfy  ffie  needs  of  ffiose 


who  strongly  feel  ffiat  ffiey  need 
additional  time  to  prepare  ffieir 
comments  on  ffie  proposed  rule  as  well 
as  mose  who  feel  equally  strongly  ffiat 
me  public’s  right  to  know  about  toxic 
chemical  releases  and  offier  waste 
information  frx)m  ffiese  additional 
industry  groups  should  not  be  delayed 
anoffier  year.  Expanding  ffie  amoimt  of 
information  available  to  ffie  American 
public  about  ffie  environment  in  meir 
commimity  is  a  priority  for  EPA.  The 
Agency  remains  committed  to  receiving 
and  reviewing  public  comments  and 
moving  expeffitiously  to  finalize  this 
important  rulemaking. 

n.  Rulemaking  Record 

A  record  has  been  established  for  this 
rulemaking  under  docket  number 
“OPPTS-400104D”  (including  ^ 
comments  and  data  submitted 
electronically  as  described  below).  A 
public  version  of  this  record,  including 
printed,  paper  versions  of  electronic 
comments,  which  does  not  include  any 
information  claimed  as  CBI,  is  available 
for  inspection  from  noon  to  4  p.m., 
Monday  through  Friday,  excluding  legal 
holidays.  The  public  record  is  located  in 
me  TSCA  Nonconfidential  Information 
Center  (NCIC),  located  at  EPA 
Headquarters,  Rm.  E-B607,  401  M  St., 
SW.,  Washington,  DC  20460. 

Any  person  who  submits  comments 
claimed  as  CBI  must  mark  ffie 
comments  as  “confidential,”  “CBI,”  or 
offier  appropriate  designation. 

Comments  not  claimed  as  confidential 
at  me  time  of  submission  will  be  placed 
in  me  public  file.  Any  comments 
marked  as  confidential  will  be  treated  in 
accordance  wiffi  ffie  procedures  in  40 
CFR  part  2.  Any  person  submitting 
comments  claimed  to  be  confidential 
must  prepare  a  nonconfidential  public 
version  of  ffie  comments  in  triplicate 
mat  EPA  can  put  in  ffie  public  file. 

Electronic  comments  can  be  sent 
directly  to  EPA  at: 

ncic@epamail.epa.gov 

Electronic  comments  must  be 
submitted  as  an  ASCII  file  avoiding  me 
use  of  special  characters  and  any  form 
of  encryption. 

The  official  record  for  mis 
rulemaking,  as  well  as  ffie  public 
version,  described  above  will  be  kept  in 
paper  form.  Accordingly,  EPA  will 
transfer  all  comments  received 
electronically  into  printed,  paper  form 
as  mey  are  received  and  will  place  ffie 
paper  copies  in  me  official  rulemaking 
record  which  will  also  include  all 
comments  submitted  directly  in  writing. 
The  official  rulemaking  record  is  ffie 
paper  record  maintained  at  ffie  address 
in  ADDRESSES  at  ffie  beginning  of  this 
document. 
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List  of  Subjects  in  40  CFR  Part  372 

Environmental  protection, 
Community  right-to-know.  Reporting 
and  recordkeeping  requirements.  Toxic 
chemicals. 

Dated:  August  23, 1996. 

Susan  H.  Wayland, 

Acting  Assistant  Administrator  for 
Prevention,  Pesticides  and  Toxic  Substances. 

(FR  Doc.  96-22012  Filed  8-23-96;  4:46  pm] 
BU.UNQ  CODE  SSSO-sa-E 


FEDERAL  EMERGENCY 
MANAGEMENT  AGENCY 

44  CFR  Part  67 

[Docket  No.  FEMA-7190] 

Proposed  Flood  Elevation 
Determinations 

AGENCY:  Federal  Emergency 
Management  Agency,  FEMA. 

ACTION:  Proposed  rule. 

SUMMARY:  Technical  information  or 
comments  are  requested  on  the 
proposed  base  (1%  annual  chance)  flood 
elevations  and  proposed  base  flood 
elevation  modifications  for  the 
commimities  listed  below.  Th^bcise 
flood  elevations  are  the  basis  for  the 
floodplain  management  measures  that 
the  community  is  required  either  to 
adopt  or  to  show  evidence  of  being 
already  in  effect  in  order  to  qualify  or 
remain  qualified  for  participation  in  the 
National  Flood  Insmance  Program 
(NFIP). 

DATES:  The  comment  period  is  ninety 
(90)  days  following  the  second 
publication  of  this  proposed  rule  in  a 
newspaper  of  load  circulation  in'  each 
commimity. 

ADDRESSES:  The  proposed  base  flood 
elevations  for  ea^  commimity  are 
available  for  inspection  at  the  office  of 


the  Chief  Executive  Officer  of  each 
community.  The  respective  addresses 
are  listed  in  the  following  table. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  K.  Buckley,  P.E.,  Chief,  Hazard 
Identification  Brandi,  Mitigation 
Directorate,  500  C  Street  S.W., 
Washington,  DC  20472,  (202)  646-2756. 
SUPPLEMENTARY  INFORMATION:  The 
Federal  Emergency  Management  Agency 
(FEMA  or  Agency)  proposes  to  make 
determinations  of  base  flood  elevations 
and  modified  base  flood  elevations  for 
each  community  listed  below,  in 
accordance  with  section  110  of  the 
Flood  Disaster  Protection  Act  of  1973, 

42  U.S.C.  4104,  and  44  CFR  67.4(a). 

These  proposed  base  flood  and 
modified  base  flood  elevations,  together 
with  the  floodplain  management  criteria 
required  by  44  CFR  60.3,  are  the 
minimum  that  are  required.  They 
should  not  be  construed  to  mean  that 
the  community  must  change  any 
existing  ordinances  that  are  more 
stringent  in  their  floodplain 
management  requirements.  The 
community  may  at  any  time  enact 
stricter  requirements  of  its  own,  or 
pursuant  to  policies  established  by  other 
Federal,  state  or  regional  entities.  These 
proposed  elevations  are  used  to  meet 
the  floodplain  management 
requirements  of  the  NFIP  and  are  also 
used  to  calculate  the  appropriate  flood 
insurance  premium  rates  for  new 
buildings  built  after  these  elevations  are 
made  final,  and  for  the  contents  in  these 
buildings. 

National  Environmental  Policy  Act 

This  proposed  rule  is  categorically 
excluded  from  the  requirements  of  44  * 
CFR  Part  10,  Environmental 
Consideration.  No  environmental 
impact  assessment  has  been  prepared. 


requirements  of  the  Regulatory 
Flexibility  Act  because  proposed  or 
modified  base  flood  elevations  are 
required  by  the  Flood  Disaster 
Protection  Act  of  1973, 42  U.S.C  4104' 
and  are  required  to  establish  and 
maintain  community  eligibility  in  the 
National  Flood  Insurance  Program.  As  a 
result,  a  regulatory  flexibility  analysis 
has  not  been  prepared. 

Regulatory  Classification 

This  proposed  rule  is  not  a  significant 
regulatory  action  under  the  criteria  of 
section  3(f)  of  Executive  Order  12866  of 
September  30, 1993,  Regulatory 
Planning  and  Review,  58  FR  51735. 

Executive  Order  12612,  Federalism 

This  proposed  rule  involves  no 
policies  that  have  federalism 
implications  under  Executive  Order 
12612,  Federalism,  dated  October  26, 
1987. 

Executive  Order  12778,  Civil  Justice 
Reform 

This  proposed  rule  meets  the 
applicable  standards  of  section  2(b)(2)  of 
Executive  Order  12778. 

List  of  Subjects  in  44  CFR  Part  67 

Administrative  practice  and 
procedure.  Flood  insurance.  Reporting 
and  recordkeeping  requirements. 

Accordingly,  44  CFR  part  67  is 
proposed  to  be  amended  as  follows: 

PART  67— [AMENDED] 

1.  The  authority  citation  for  part  67 
'continues  to  read  as  follows: 

Authority:  42  U.S.C.  4001  et  seq.; 
Reorganization  Plan  No.  3  of  1978,  3  CFR, 
1978  Comp.,  p.  329;  E.0. 12127, 44  FR  19367, 
3  CFR,  1979  Comp.,  p.  376. 


Regulatory  Flexibility  Act 
The  Acting  Associate  Director, 
Mitigation  Directorate,  certifies  that  this 
proposed  rule  is  exempt  from  the 


§67.4  [Amended] 

3.  The  tables  published  imder  the 
authority  of  §  67.4  are  proposed  to  be 
amended  as  follows; 


State 

City/town/county 

Source  of  flooding 

Location 

#Depth  in  feet  above 
ground. 

*Elevation  in  feet  (NGVD) 

Existing 

Modified 

FInriria  . 

Okaloosa  County 
(Unincorporated 
Areas). 

fiiilf  of  Moxim  . 

Approximately  800  feet  south  of  intersec¬ 
tion  of  Amberjack  Drive  and  Santa 
Rosa  Boulevard. 

Approximately  1,000  feet  southwest  of 
intersection  of  Intei^te  Route  98  and 
Calhoun  Avenue. 

*6 

*10 

*9 

*12 

• 

Approximately  600  feet  south  of  intersec¬ 
tion  of  Amberjack  Drive  and  Santa 
Rosa  Boulevard. 

None 

*10 
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State 

City/town/county 

Source  of  flooding 

Location 

fDepth  in  feet  above 
ground. 

*Eievation  in  feet  (NGVD) 

Existirtg 

Modified 

Maps  available  for  inspection  at  the  Okaloosa  County  Planning  and  Inspection  Departnient,  1804  Lewis  Turner  Boulevard,  Suite  200,  Fort 
Walton  Beach,  Florida. 

Send  comments  to  Mr.  Dennis  0.  Nicholson,  Chairman  of  the  Okaloosa  County  Commission,  1804  Lewis  Turner  Boulevard,  Suite  100,  Fort 
Walton  Beach,  Florida  32547. 


Geor^  . 

Colquitt  County 

Okapilco  Creek . 

Old  Berlin  Road  (approximately  32.5 

None 

*231 

(Unincorporated 

miles  above  rrxHJth). 

*280 

*281 

Areas). 

Maps  available  for  inspection  at  the  Colquitt  County  Commissioner's  Office,  1220  South  Main,  Moultrie,  Georgia. 

Serxl  comments  to  Mr.  Franklin  Sutton,  Chairman  of  the  Colquitt  County  Board  of  Commissioners,  P.O.  Box  517,  Moultrie,  Georgia  31776. 


Moultrie  (City) 

Okapilco  Creek . 

Approximately  37.81  miles  above  mouth 

*263 

*261 

Colquitt  County. 

Approximately  42.2  miles  above  nxxjth  ... 

-  *278 

*280 

Charxiel  F . 

Just  i4>stream  of  NE  9th  Street . 

*272 

*273 

Approximately  132  feet  dovmstream  of 

*272 

*273 

NE  7th  Street. 

Ochlockonee  River . 

Approximately  0.65  mile  upstream  of 

*249 

None 

Meigs  Road  bridge. 

Approximately  1.06  miles  upstream  of 

None 

*250 

Meigs  Road  bridge. 

ChannAl  D  . 

Corporate  limits  (approximately  0.15  mile 
'  upstream  of  the  confluence  with 

None 

*249 

Ochlockonee  River). 

Approximately  0.26  mile  upstream  of  the 

None 

*249 

confluence  with  Ochlockonee  River. 

Maps  available  for  inspection  at  the  City  of  Moultrie  Engin^ring  Department,  1108  1st  Street,  N.E.,  Moultrie,  Georgia. 
Serxl  commerrts  to  The  Honorable  William  McIntosh,  Mayor  of  the  City  of  Moultrie,  P.O.  Box  250,  Moultrie,  Georgia  31776. 


lllinnis  . . . 

Highland  Park 
(City)  Lake  Coun¬ 
ty. 

1  aIca  Michigan  . 

- • - 

Entire  shoreline  within  the  community  . 

*584 

*585 

Skokie  River . 

At  the  county  boundary  (Lake  Cook 

*632 

*633 

Road). 

At  Old  Elm  Road  . 

*651 

*650 

Middle  Fork  North  Branch 

Approximately  1,100  feet  upstream  of 

*558 

*559 

Half  Day  Road. 

Chicato  River . 

At  Lake  Cook  Road  (county  boundary) .... 

*650 

*651 

Maps  available  for  inspection  at  the  Municipal  Building,  1707  St  John  Avenue,  Highland  Park,  Illinois. 

Send  comments  to  The  Honorable  Daniel  Pierce,  Mayor  of  the  City  of  Highland  Park,  1707  St  John  Avenue,  Highland  Park,  Illinois  60035. 


IllirxNS  . . . 

Huntley  (Village) 

South  Brarx:h  Kishwaukee 

At  down-stream  corporata  limits  . 

None 

*867 

Kane  arxl 

River. 

McHerxy  Court- 

ties. 

Approximately  220  feet  downstream  of 

*872 

*873 

State  Route  47 

Kishwaukee  Creek  . 

At  South  Union  Road  . 

None 

*856 

1 

At  State  Route  47 . 

None 

*859 

Maps  available  for  inspection  at  the  Huntley  Village  Hail,  11704  Coral  Street  Huntley,  Illinois. 

Serxl  comments  to  Mr.  James  Dhamer,  President  of  the  Village  of  Huntley,  1 1704  Coral  Street  Huntley,  Illinois  60142. 


Illinois . 

McHenry  County 

Kishwaukee  Creek  . 

At  confluerx^e  with  South  Branch 

None 

*846 

(Unincorporated 

Areas). 

# 

Kishwaukee  River. 

Approximately  3,265  feet  (0.62  mile)  up- 

None 

*891 

stream  of  Huntley/Ackman  Road. 

South  Brarx)h  Kishwaukee 

At  Seeman  Road . 

None 

*845 

River. 

At  State  Route  47 . . . 

None 

*874 

Maps  available  for  inspection  at  the  McHenry  County  Government  Center,  2200  North  Seminary  Road,  Woodstock,  Illinois. 

Serxl  comments  to  Ms.  Dianne  Klemm,  Chairman  of  the  McHenry  County  Board,  2200  North  Seminary  Road,  Woodstock,  Illinois  60098. 


Kentucky . j 

Elkhom  City  (City)  Elkhom  Creek . 

At  the  confluence  with  Russell  Fork . 

*785 

*786 

Pike  County. 
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State 

City/town/county 

1 - 

Source  of  flooding 

Location 

tDepth  in  feet  above 
ground. 

*Elevation  in  feet  (NGVD) 

Existing 

Modified 

Approximately  700  feet  upstream  of  Hig¬ 
gins  Road. 

None 

*800 

Maps  available  for  inspection  at  the  Elkhom  City  Halt,  Patty  Lovelace  Boulevard,  Elkhom  City,  Kentucky. 

SerxJ  comments  to  The  Honorable  Hank  Salyer.  Mayor  of  the  City  of  Elkhom  City,  P.O.  Box  681 ,  Elkhom  City,  Kentucky  41522. 


Konhirky  . 

Falmoutfi  (City) 

Licking  River  . . 

At  cnnfli  lAncn  nf  Rniith  Fork  1  inking 

None 

*555 

Pendleton  County. 

River/downstream  corporate  limits. 

Approximately  100  feet  upstream  of  up- 

None 

*555 

stream  corporate  limits. 

South  Fork  Licking  River 

At  confluence  with  Licking  River . 

None 

*555 

At  the  upstream  corporate  limits  approxF 

None 

*558 

mately  0.5  mile  from  U.S.  Route  27. 

Maps  available  for  inspection  at  the  Falmouth  City  Hall,  212  Main  Street,  Falmouth,  Kentucky. 

Send  comments  to  The  Horvxable  Max  Goldberg,  Mayor  of  the  City  of  Falmouth,  212  Main  Street,  Falmouth.  Kentucky  41040. 


Kentucky  . 

Irvine  (City)  Estill 

Kentucky  River . 

Approximately  0.46  mile  downstream  of 

None 

*628 

County. 

State  Route  52. 

Approximately  1.59  miles  upstream  of 

None 

*629 

State  Route  52. 

Chamberlain  Branch  . . 

At  confluence  with  Kentucky  River . 

Norre 

*629 

Approxirrrately  0.29  mile  upstream  of 

None 

*652 

Broadway. 

Maps  available  for  inspection  at  the  Irvine  City  Hall,  142  Broadway,  Irvine,  Kentucky. 

Send  comments  to  The  Honorable  W.  T.  Williams,  Mayor  of  the  City  of  Irvine,  142  Broadway,  Irvine,  Kentucky  40336. 


Kentucky . 

Liberty  (City)  Casey 

Green  River . 

Approxinrately  425  feet  downstream  of 

None 

*794 

County. 

confluence  of  Highway  49  Tributary. 
Approximately  0.77  mile  upstream  of  the 

None 

*808 

Cortvenient  Tributary . 

confluence  of  Convenient  Tributary. 

At  the  confluerx^  to  Green  River . 

None 

*806 

Approximately  140  feet  upstream  of 

None 

*846 

Woorkum  Ridge  Road. 

Highway  49  Tributary . 

Approximately  450  feet  downstream  of 

None 

*794 

Middleburg^Road. 

Approximately  1 ,780  feet  upstream  of 

Norre 

*821 

Campbells  Lane  Tributary 

Middleburg  Road. 

Approximately  300  feet  downstream  of 

None 

*794 

Middleburg  Road. 

Approximately  470  feet  upstream  of 

None 

*804 

Middleburg  Road. 

Maps  available  for  irrspection  at  the  Liberty  City  Halt,  Courthouse  Square,  Liberty,  Kentucky. 

Send  comments  to  The  Honorable  Humphrey  Elliott,  Mayor  of  the  City  of  Liberty,  Liberty  City  Hail,  P.O.  Box  127,  Liberty.  Kentucky  42539. 


Kentucky  . 

Pike  County  (Unin- 

Johns  Creek . 

Approximately  100  feet  downstream  of 

None 

*715 

corporated 

State  Route  3227. 

Areas). 

Approximately  50  feet  upstream  of  Stink- 

Norre 

*839 

ing  BrarKh  Road. 

Long  Fork . 

Approximately  500  feet  upstream  of  the 

Norre 

*834 

confluerx:e  with  Shelby  Creek. 

Approximately  0.3  mile  upstream  of  con- 

None 

*959 

fluence  of  Sugarcamp  Branch. 

Elkhom  Creek . 

Approximately  750  feet  downstream  of 

None 

*792 

Higgins  Road. 

Approximately  250  feet  upstream  of  the 

None 

*1233 

confluence  of  Upper  Pigeon  Branch. 

Afthramp  Branch  . 

At  the  confluerrce  Elkhom  Creek . 

*1063 

*1062 

Approximately  850  feet  upstream  of  the 

*1063 

*1062 

confluence  with  Elkhom  Creek. 

Maps  available  for  inspection  at  the  Pike  County  Courthouse,  Judge  Executive’s  Office,  324  Main  Street,  Pikeville,  Kentucky. 
Serxl  comments  to  The  HorKxable  Donna  Damron,  Pike  County  Judge/Executive,  324  Main  StreeL  Pikeville,  Kentucky  41501. 


Kentucky  . 

Pikeville  (City)  Pike  Pikeville  ^ond . 

Approximately  800  feet  upstream  of  the 

*671 

*670 

County.  j 

confluence  with  Levisa  Fork. 

Approximately  1,750  feet  upstream  of 

*671 

*685 

1 

Bard  Avenue. 
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State 

CityAowrVcounty 

Source  of  flooding 

Location 

fDepth  in  feet  above 
ground. 

*Elevation  in  feet  (NGVD) 

Existing 

Modified 

Maps  available  for  inspection  at  the  Building  inspector's  Office,  260  Hambley  Boulevard,  PiKeville,  Kentucky. 

Serxf  comments  to  The  Honorable  Steven  D.  Combs,  Mayor  of  the  City  of  Pikeville,  P.O.  Box  1228,  Pikeville,  Kentucky  41502. 


UirhigAn  . 

Baraga  (Village) 

Vns.<t  Drain . 

Approximately  70  feet  downstream  U.S. 

None 

*604 

Baimga  County. 

41. 

At  upstream  corporate  limit . 

None 

*715 

North  Drain . 

Approximately  525  feet  downstream  U.S. 

Norie 

*604 

At  upstream  corporate  limits  . 

None 

*816 

Diversion  Drain . 

Approximately  250  feet  downstream  of 

None 

*604 

U.S.  41. 

Approximately  1,400  feet  upstream  of 

None 

*763 

McGiHan  Street. 

Center  Drain . 

Approximately  150  feet  downstream  U.S. 

None 

*604 

At  upstream  corporate  limits  . 

Nor)e 

*787 

Tributary  to  Voss  Drain  .... 

At  confluence  with  Voss  Drain . 

Norm 

*664 

Approximately  1,800  feet  upstream  of 

None 

*745 

conflu6rx»  with  Voss  Drain. 

Keweenaw  Bay . . 

Entire  shoreline  within  the  community  . 

None 

*604 

Maps  available  for  inspection  at  the  Baraga  Village  Hall,  440  North  Superior  Averuje,  Baraga,  Michigan. 

Serxf  comments  to  Mr.  WiHiam  S.  Yost,  Baraga  Village  Manager,  P.O.  Box  290,  440  North  Superior  Avemre,  Baraga,  Michigan  49908-0290. 


Minhigan . 

Escanaba  (City) 

Delta  County. 

1  mtA  Ray  Da  Non  . 

Entire  shoreline  within  community . 

None 

*585 

Green  Bay  . 

Entire  shoreline  within  comrrxjnity . 

*584 

*585 

■■ 

Portage  Creek . 

Approximately  2,785  feet  downstream  of 

None 

*589 

confluerx»  with  Willow  Creek. 
Approximately  75  feet  downstream  of 

Norie 

*595 

confluence  with  Willow  Creek. 

WiUnw  DrAAk  . 

Approximately  3,3(X)  feet  downstream  of 
8th  Avenue. 

None 

*596 

Approximately  1(X)  feet  upstream  of  New 

None 

*627 

Danforth  Road. 

Maps  available  for  ir^spection  at  the  City  of  Escanaba  Protective  Department,  410  Ludington  Street,  Escanaba,  Michigan. 

Serxf  comments  to  Ms.  Rosalirxf  Allis,  Escanaba  City  Manager,  P.O.  Box  948,  410  Ludington  Street,  Escanaba,  Michigan  49829. 


Michigan . 

Maps  available  for  i 
Send  comments  to 

Ford  Rh/er  (Town¬ 
ship)  Delta  Coun¬ 
ty. 

inspection  at  the  Ford 
Mr.  Tom  King,  Ford  R 

Green  Bay . 

Ford  River . 

River  Township  Building,  384 
iver  Township  Supervisor,  37 

Entire  shoreline  witNn  community . 

Approximately  1,000  feet  upstream  of 
State  Route  35. 

At  10.75  Road  . 

5  K  Road,  Bark  River,  Michigan. 

08  K  Road,  Bark  Rh/er,  Michigan  49807. 

*584 

*584 

None 

*585 

*585 

*585 

Michigan . 

Maps  available  for 
Serxj  comments  to 

Garden  (Village) 
Delta  County, 
inspection  at  the  (aard 
Mr.  Stephen  Mirx>r,  G; 

Big  Bay  De  Noc/Garden 
Bay. 

en  Village  Hall,  Garden  Aven 
arden  Village  President,  P.O. 

Entire  shoreline  within  corrxnunity . 

ue,  Garden,  Michigan. 

Box  167,  Garden,  Michigan  49835. 

None 

*585 

Michigan  . . . 

Maps  available  for 
Serxl  comments  to 

Nahma  (Township) 
Delta  County, 
inspection  at  the  Towr 
Mr.  Warren  Groleau,  1 

Big  Bay  De  Noc . 

iship  Supervisor's  Home  Offk 
Mahma  Township  Supervisor. 

Entire  shoreline  within  community . 

»,  9484  EE.25  Road,  Rapid  Rh/er,  Michigan 
9484  EE.25  Road,  Rapid  Rh/er,  Michigan  4^ 

None 

1. 

9878. 

*585 

Michigan . - 

Wells  (Township) 

1  ittiA  Ray  Da  Nof!  . . 

None 

*585 

Delta  County. 

Portage  Creek- . 

Approximately  75  feet  downstream  of 

None 

*595 

confluence  with  Willow  Creek  (dowrv 

stream  corporate  limits). 

At  conflueix^e  Willow  Creek . 

None 

*595 

Willow  Creek  . 

At  cnnfliiAncA  with  Portage  Greek  — . . 

None 

*595 

Approximately  700  feet  upstream  of  corv 

None 

*596 

flueixe  with  Portage  Creek. 

1 

Escanaba  River . 

From  confluence  with  Little  Bay  De  Noc 

None 

*585 
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44283 


City/town/county 


Source  of  flooding 


«Depth  in  feet  above 
ground. 

‘Elevation  in  feet  (NQVD) 


Approximately  500  feet  upstream  of  U.S. 
I  I  '  I  Routes  2  pnd  41. 

Maps  available  for  inspection  at  the  Wells  TownsNp  Building.  6436  North  Eight  Road,  WeHs,  Michigan. 

Send  comments  to  Mr.  Bill  Farley.  Wells  Township  Supervisor,  P.O.  Box  188,  Wells,  Michigan  49894. 


Existing 


None 


Modified 


*585 


Sibley  County  (Un- 

Minnesota  River  . 

Approximately  0.6  mile  downstre2im  of 

*742 

*741 

incorporate 

Areas). 

confluence  of  Rush  River. 

At  upstream  side  of  Minnesota  State 

*748 

*747 

Route  93. 

Maps  available  for  inspection  at  the  Sibley  County  Planning  and  Zoning  Office.  400  Court  Avenue,  Gaylord,  Minnesota. 
Send  comments  to  Mr.  Gene  Solmonson,  Sibley  County  Auditor.  P.O.  Box  171,  Gaylord,  Minnesota  55334. 


New  York .  Brookhaven  (Town)  Seatuck  Creek .  Approximately  0.7  mile  south  of  Lorrg  Is- 

Suffolk  County.  land  Railroad  crossing  along  Seatuck 

Creek. 

Maps  available  for  inspection  at  the  Brookhaven  Town  Hail.  3238  Route  112,  Medford.  New  Yoik. 

SerKf  comments  to  Mr.  Felix  J.  Grucd,  Jr.,  Brookhaven  Town  Supervisor,  3233  Route  112,  Medford.  New  York  11763. 


New  York 


Elmira  (City) 

Newtown  Creek .  Approximately  100  feet  downstream  of 

*850 

*849 

Chernung  County. 

East  Water  Street 

Approximately  680  feet  upstream  of  oor>- 

*863 

*861 

fluence  with  Diven  Cre^ 

Interior  Porxling  Area .  Approximately  50  feet  south  of  the  inter- 

*850 

*849 

section  of  Judsorv  Street  and  East 

Water  Street 

Approximately  400  feet  north  of  Ore  inter- 

*853 

*849 

section  of  Harriet  Street  arxf  East 

Church  Street 

McCann’s  Tributary .  At  its  confluence  with  Dh/en  Creek . 

*863 

*861 

Approximately  325  feet  upstream  of  its 

*863 

*861 

confluence  with  DK/en  Creek. 

Maps  available  for  inspection  at  the  Elmira  City  Hail,  Engineering  Department,  317  East  Church  Street,  Elmira,  New  York. 
Send  comments  to  Mr.  Satmjel  F.  Irad,  Jr.,  Elmira  City  Manager.  317  East  Church  Street,  Elmira,  New  York  14901-2792. 


New  York .  Riverhead  (Town)  Atlantic  Ocean .  Approximately  400  feet  east  of  the  inter-  *10 

Suffolk  County.  section  of  Harding  Terrace  and  Taft 

Place. 

Maps  available  for  inspection  at  the  Riverhead  Town  HaM.  200  Howell  Avenue,  Riverhead,  New  York. 

Send  comments  to  Mr.  James  Starks,  Riverhead  Town  Supervisor,  200  Howell  Avenue,  Riverhead,  New  York  1 1901. 

New  York .  Southampton  (VH-  Seatuck  Creek . .  North  of  Main  Street .  None 

lage)  Suffolk 
County. 

Maps  available  for  inspection  at  the  Southampton  Village  Hall,  23  Main  Street,  Southampton,  New  York. 

Send  comments  to  The  HorKxable  Douglas  Murtha,  Mayor  of  the  Village  of  Southampton,  23  Main  Street,  Southampton,  New 
4899. 


York  11968- 


New  York  .  Weedsport  (Village)  Cold  Spring  Brook .  Approximately  500  feet  upstream  of  Oak-  *395  *394 

Cayuga  County.  land  Street. 

Approximately  70  feet  downstream  of  *393  *392 

CONRAIL 

Maps  available  for  inspection  at  the  Weedsport  Village  Office,  8892  South  Street,  Weedsport,  New  York. 

Send  comments  to  The  Honorable  Paul  F.  Kloc,  Mayor  of  the  Village  of  Weedsport,  8892  South  Street,  P.O.  Box  190,  Weedsport  New  York 


North  Carolina .  Bethania  (Town) 

Forsyth  County. 


Approximately  25  feet  upstream  of  the 
State  Road  67  (Reynolda  Road)  bridge. 
Approximately  1,300  feet  downstream  of 
Bethania-Tobaccoville  Road. 
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State 

Cityrtown/county 

Source  of  flooding 

Location 

fOepth  in  feet  above 
ground. 

*Elevation  in  feet  (NGVD) 

Existing 

Modified 

Maps  available  for  inspection  at  the  Bethania  Town  Office,  571 1  Enfield  Road,  Bethania,  North  Carolina. 

Send  comments  to  The  Honorable  Ellie  Collins,  Mayor  of  the  Town  of  Bethania,  P.O.  Box  259,  Bethania,  North  Carolina  27101. 


— 

Forsyth  County 

Abbotts  Creek . 

Approximately  0.5  mile  downstream  of 

*802 

*807 

(Unincorporated 

High  Point  Road  (State  Route  1003). 

Areas). 

Approximately  1,150  feet  upstream  of  US 

*878 

*879 

MO. 

Bear  Creek . 

At  mnfhianra  with  M^iddy  Creek  . 

*780 

*778 

Approximately  280  feet  upstream  of 

*780 

*779 

Bethania  Road. 

BAlflwa  Crank  . 

At  IJ.B  IfM  . 

None 

*752 

At  confluence  of  Dean  Creek . 

*768 

*767 

Approximately  3(X)  feet  upstream  of  Hkf- 

None 

*806 

den  Valley  School  Road. 

Bill  Rranrli  . 

At  onnfliiance  with  M^idrfy  Creek  . 

*757 

*759 

Approximately  120  feet'  downstream  of 

*758 

*759 

Spicewood  Drive. 

Blanket  Bottom  Creek . 

Approximately  500  feet  upstream  of  cort- 

None 

*684 

fluence  with  the  Yadkin  River. 

At  Styers  Ferry  Road . 

None 

.  *782 

Ciidrlyhtim  Branch . 

At  cninfliianca  winth  Ahhntts  Creek  . 

*803 

*807 

Approximately  850  feet  upstream  of  con- 

*806 

*807 

fluence  with  Abbotts  Creek.' 

Fiddlers  Creek . 

At  confluence  with  South  Fork  Muddy 

*747 

*749 

Creek. 

Approximately  50  feet  downstream  of 

None 

*869 

•* 

Lake  Valley  Road 

Grassy  Creek  . . . 

Approximately  500  feet  upstream  of 

*819 

*818 

Ziglar  Road. 

Approximately  0.8  mile  upstream  of  Perth 

*964 

•  *963 

Road. 

.lamas  Branah  . . 

At  confluence  with  Muddy  Creek  . 

*748 

*745 

Approximately  1,400  f^t  upstream  of 

*748 

*747 

confluence  with  Muddy  Creek 

Jnhnsnn  Craak  . 

At  confluerx^  with  Yadkin  River  . 

None 

*707 

Approximately  1,800  feet  upstream  of 

None 

*707 

Tanglebrook  Trail. 

Johnson  Creek  Tributary 

At  confluence  with  Johnson  Creek . 

*693 

*707 

Approximately  0.6  mile  upstream  of 

*706 

*707 

Tanglebrook  Trail . 

Kemers  Mill  Creek . 

Approximately  670  feet  upstream  of  con- 

*833 

*829 

fluence  with  Harmon  Mill  Creek. 

At  Hopkins  Road  . 

*873 

*876 

Fivemile  Branch . 

At  coiifluerK:e  with  Mill  Creek . 

*841 

*844 

Approximately  4(X)  feet  upstream  of  con- 

*841 

*844 

fluence  with  Mill  Creek. 

Leak  Creek . 

At  confluence  with  'South  Fork  Muddy 

*716 

*718 

Creek. 

Approximately  1,800  feet  upstream  of 

*717 

*718 

confluence  with  South  Fork  Muddy 

Creek. 

Little  Creek . 

Approximately  1,800  feet  downstream  of 

*706 

*707 

Jonestown  Road. 

Approximately  400  feet  downstream  of 

*709 

*710 

Jonestown  Road. 

Mill  Creek  . 

Approximately  525  feet  downstream  of 

*821 

*824 

Old  Rural  Hall  Road. 

At  downstream  side  of  Davis  Road . 

*869 

*870 

Mill  Creek  No.  3  . 

At  confluence  with  Muddy  Creek  . 

*789 

*792 

At  High  Cliffs  Road . .'. . 

*791 

*792 

Muddy  Creek . . . 

Approximately  60  feet  upstream  of  Coo- 

*694 

*693 

per  Road. 

Approximately  1,5(X)  feet  downstream  of 

*792 

*793 

Bethania-Tobaccoville  Road. 

Oil  Mill  Branch  . 

At  confluerv^  with  Muddy  Creek  . 

*754 

*753 

Approximately  900  feet  upstream  of  con- 

*754 

*753 

fluence  with  Muddy  Creek. 

Reynolds  Creek  . . 

At  confluerx^  with  Tomahawk  Creek . 

*732 

*731 

Approximately  1.1  miles  upstream  of 

None 

*782 

Styers-Ferry  Road. 
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State 


City/town/county 


Source  of  flooding 


Salem  Creek . . 

Sawmill  Branch . . 

Silas  Creek . 

Soakas  Creek . 

South  Fork  Muddy  Creek 

Swaim  Creek . 

Tomahawk  Brarx:h  . 

Tomahawk  Creek . 

Vernon  Brarx^h  . . 

Yadkin  River . 


Location 


At  confluerx^  with  Muddy  Creek  . 

Approximately  1,850  feet  downstream  of 
WWTP  Road. 

At  confluerKe  with  South  Fork  Muddy 
Creek. 

Approximately  800  feet  upstream  of  corv- 
fluence  with  South  Fork  Muddy  Creek. 

At  confluence  with  Muddy  Creek  . 

Approximately  0.5  mile  upstream  of  MO 

At  confluerx»  with  South  Fork  Muddy 
Creek. 

Approximately  1,200  feet  above  corv 
fluence  with  South  Fork  Muddy  Creek. 

Approximately  100  feet  downstream  of 
county  boundary. 

Approximately  700  feet  downstream  of 
Piedmont  Memorial  Drive. 

At  confluerwe  with  South  Fork  Muddy 
Creek. 

Approximately  1 .2  miles  i^tream  of 
State  Road  1003. 

At  confluence  with  Tomahawk  Creek . 

Approximately  70  feet  upstream  of  corv 
fluence  with  Tomahawk  Creek. 

At  confluence  with  Muddy  Creek  . 

Approximately  75  feet  upstream  of 
Robinhood  Road. 

At  confluence  with 
Creek. 

Approximately  190 
Foxmeadow  Lane. 

Approximately  1,300  feet  downstream  of 
Idols  Dam. 

Approximately  500  feet  upstream  of  Inter¬ 
state  Route  40. 


South  Fork  ^Axjdy 
feet  upstream  of 


*Depth  in  feet  above 
ground. 

‘Elevation  in  feet  (NGVD) 


Existing 


*694 

*711 

*782 

*785 

*710 

*722 

*729 

*729 

*691 

*818 

*817 

*866 

*772 

*772 

*732 

*788 

*759 

*767 

Nor)e 

None 


Modified 


*695 

*712 

*783 

*786 

*708 

*723 

*728 

*728 

*690 

*819 

*818 

*867 

*770 

*771 

*729 

*787 

*761 

*766 

*700 

*710 


Maps  available  for  inspection  at  the  City/County  Planning  Board  Office,  101  North  Main  Street,  WinstorvSalem,  North  Carolina. 

Serxl  comments  to  Mr.  Graham  Pervier,  Forsyth  County  Manager,  Hall  of  Justice,  Room  700,  Winston-Salem,  North  Carolina  27101. 


North  Carolina . 

Kemersville  (Town) 

Kemers  Mill  Creek . 

At  Hopkins  Road  . 

*873 

*876 

Forsyth  County. 

Approximately  500  feet  downstream  of 

*887 

*886 

Dogwood  Lane. 

Maps  available  for  inspection  at  the  Kemersville  Town  Hall,  Planning  DepartmenL  134  East  Mountain  StreeL  Kemersviile,  North  Carolina. 
Serxl  comments  to  The  Honorable  Thomas  W.  Prince,  Mayor  of  the  Town  of  Kemersville,  P.O.  Box  728,  Kemersville,  North  Carolina  27285. 


North  Carolina . 

1 - 

Winston-Salem 

Berry  Branch  . . . 

At  confluence  with  Salem  Creek . 

*772 

*769 

(City). 

Forsyth  County . 

Approximately  1,920  feet  upstream  of 

*772 

*771 

confluence  with  Salem  Creek. 

Brenner  Lake  Branch . 

At  confluence  with  Mill  Creek . 

*756 

*760 

Approximately  620  feet  upstream  of  corv- 

*759 

*760 

Brushy  Fork  Creek . 

fluence  with  Mill  Creek. 

At  confluence  with  Salem  Creek  . . 

*771 

*768 

At  Reynolds  Park  Road . 

*771 

*770 

Buena  Vista  Branch  . 

At  confluence  with  Silas  Creek  . 

*801 

Approximately  430  feet  upstream  of 

*803 

Shaffner  Park  Bridge. 

Burke  Creek  . 

Approximately  450  feet  upstream  of  corv 

*723 

*724 

fluence  with  Salem  Creek. 

At  Limit  of  Detailed  Study  (Silas  Creek 

*787 

*785 

Parkway). 

Cloverleaf  Branch  . . 

At  confluence  with  Salem  Creek . 

*759 

*760 

Approximately  30  feet  downstream  of 

*761 

*760 

Dunagun  Branch  . 

Hobson  Street. 

At  confluence  with  Kemers  Mill  Creek . 

*798 

*800 

Approximately  1,760  feet  upstream  of 

*799 

*800 

1 

! 

confluence  with  Kemers  Mill  Creek. 
Fiddlers  CreekAt  confluence  with  South 

*747 

*749 

Fork  Muddy  Creek. 

44286 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday.  August  28,  1996  /  Proposed  Rules 


State 


CityAown/county 


Source  of  flooding 


Rddters  Creek . 

Tritxjtary  . 

Grassy  Creek  > . 

Kemers  MHI  Creek 

Leak  Fork  Creek ... 

Little  Creek  . . 


Lowery  Mill  . 

Creek  . . 

Fivemile  Brarx:h . 

Milhaven  Creek  _ _ 

Mill  Creek  . 

Mill  Creek  . 

Tributary  . 

Monarcas  Creek  .... 

Muddy  Creek . 

Muddy  Creek . 

Tributary  . 

Peters  Creek  . 

Petree  Creek . 

Reynokja  . . 

Commons  Bypass  . 

Robbindale  . 

Branch . 

St.  Delight  Branch 

Salem  Creek . 

Silas  Creek . 

Stadium  Branch _ 

Terry  Road  Branch 


Location 


Approximately  250  feet  upstream  of  Oak 
Grove  Road. 

At  confluence  with  Fiddlers  Creek  . 

Approximately  140  feet  upstream  of  con¬ 
fluence  with  Fiddlers  Creek. 

At  confluence  with  Mill  Creek . 

Just  downstream  of  NC  66 . 

At  confluence  with  Salem  Creek . 

Approximately  850  feet  upstream  of  con¬ 
fluence  with  Harmon  Mill  Creek. 

At  confluence  with  Mill  Creek . . 

Approximately  500  feet  upstream  of  Pat¬ 
terson  Avenue. 

Approximately  1 ,800  feet  downstream  of 
Jonestown  Road. 

At  Limit  of  Detailed  Study  (approxinrately 
200  feet  downstream  of  Westview 
Drive). 

At  confluence  with  Salem  Creek . 

Approximately  1,750  feet  upstream  of  Old 
Greensboro  Road. 

Approximately  400  feet  upstream  of  con¬ 
fluence  with  Mill  Creek. 

Approximately  825  feet  upstream  of  con¬ 
fluence  with  Mill  Creek. 

At  confluence  with  Muddy  Creek  . 

Approximately  300  feet  upstream  of  cor>- 
fluence  with  Muddy  Creek. 

At  confluence  with  Muddy  Creek  . 

Approximately  150  feet  upstream  of 
Phelps  Drive. 

At  confluerK»  with  Mill  Creek . 

Approximately  900  feet  upstream  of  con¬ 
fluence  with  Mill  Creek. 

Approximately  1,800  feet  upstream  of 
confuence  with  Mill  Creek. 
Approximately  100  feet  upstream  of  Linn 
Station  Road. 

Approximately  0.7  mile  downstream  of 
US  421. 

Approximately  250  feet  upstream  of 
Reynokfa  Road. 

At  confluence  with  Muddy  Creek  . 

Approximately  1,520  feet  upstream  of 
confluence  with  Muddy  Creek. 

At  confluence  with  Salem  Creek . 

Approximately  250  feet  upstream  of  Link 
Road. 

At  confluerx^  with  Mill  Creek . 

Approximately  60  feet  downstream  of 
Petree  Road. 

At  confluence  with  Mill  Creek . 

Approximately  200  feet  upstream  of 
Reynokfa  Road. 

At  confluence  with  Fiddlers  Creek  . 

Approximately  200  feet  upstream  of  corv 
fluence  with  Fiddlers  Creek. 

At  confluence  with  Kemers  Mill  Creek . 

Approximately  290  feet  upstream  of  Fire 
Road. 

At  Clemmonsville  Road . 

At  confluerx:e  with  Kemers  Mill  Creek . 

At  confluence  with  Muddy  Creek  . 

Approximately  1,400  feet  upstream  of 
Okftown  Club  Road. 

At  confluerx»  with  Salem  Creek . 

At  Diggs  Boulevard . 

At  confluence  with  Salem  Lake . . 

Approximately  80  feet  downstream  of 
Fire  Road. 


tDepth  in  feet  atx»fe 
grourKf. 

‘Elevation  in  feet  (NGVD) 


Existing 


*843 

•815 

*816 

*789 

*841 

*798 

*835 

*783 

None 

*706 

*852 


*798 

*800 

*841 

*843 

*740 

*740 

*749 

*856 

*803 

*805 

*782 

*859 

*725 

*779 

*737 

*737 

*745 

*746 

*750 

*753 

None 

None 

*811 

*812 

*798 

*800 

*708 

*778 

*710 

*882 

*770 

*770 

*798 

*800 


Modified 


*844 

*817 

*817 

*790 

*839 

*800 

*829 

*786 

*875 

•707 

*853 


*801 

*801 

*844 

*844 

*739 

*739 

*747 

*855 

*806 

*80G 

*781 

*860 

*719 

*777 

*736 

*736 

*747 

*747 

*754 

*754 

*773 

*776 

*813 

*813 

*801 

*801 

*707 

*800 

*708 

*883 

*766 

*766 

*801 

*801 
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State 

City/towiVcounty 

Source  of  flooding 

Location 

fDepth  in  feet  above 
ground. 

*Elevation  in  feet  (NGVD) 

Existing 

Modified 

Maps  available  for  inspection  at  the  City/County  Planning  Board  Office,  101  North  Main  Street.  Winston-Salem,  North  Carolina. 
Send  comments  to  Mr.  Bryce  A.  Stuart,  WinstorvSalem  City  Manager,  P.O.  Box  2511,  Winston-Salem,  North  Carolina  27102. 


Ohio  . 

West  Milton  (Vil- 

Jones  Run  . 

Approximately  250  feet  downstream  of 

None 

*905 

lage)  Miami 

State  Highway  48. 

County. 

1 

Apprdximately  1,000  feet  i^stream  of 

None 

*916 

State  Highway  48. 

Hatfieid  Ditch . 

Approximately  200  feet  downstream  of 

None 

*896 

State  Route  48. 

Approximately  0.49  mile  upstream  of 

None 

*930 

State  Route  48. 

Maps  available  for  inspection  at  the  West  Milton  Village  Hall,  701  South  Miami  Street,  West  Milton.  Ohio. 

Send  comments  to  The  Honorable  Howard  DeHart,  Mayor  of  the  Village  of  West  Milton,  701  South  Miami  Street,  West  Milton,  Ohio  45383. 


Pennsylvania . 

East  Cocalico 
(Township). 

Stony  Run . 

Approximately  265  feet  upstream  of  con¬ 
fluence  with  CocaKco  Creek. 

*370 

*369 

Landcaster  County 

* 

Approximately  0.6  ntile  upstream  of  Den¬ 
ver  Road. 

*426 

*423 

Maps  available  for  inspection  at  the  East  Cocalico  Township  Hall,  100  Hill  Road,  Denver,  Pennsylvania. 

Send  comments  to  Mr.  Larry  Gensemer,  Chairman  of  the  East  Cocalico  TownsNp  Board  of  Supervisors,  100  Hill  Road,  Denver.  Pennsylvania 
17517. 


Pennsylvania  . . 

Stroudsburg  (Bor- 

McMichaeis  Creek . 

At  upstream  corporate  limits  . 

None 

*425 

ough)  Monroe 
County. 

■ 

Approximately  158  feet  upstream  of  coiv 

*395 

*394 

fluence  of  Brodhead  Creek. 

Maps  available  for  inspection  at  the  Stroudsburg  Borough  Municipal  Building,  700  Sarah  Street.  Stroudsburg,  Pennsylvania. 
Send  comments  to  Ms.  Pamela  Caskie,  Stroudsburg  Borough  Manager,  700  Sarah  Street,  Stroudsburg,  Pennsylvania  18360. 


West  Virginia . 

Putnam  County 

Pocatalico  River  . 

Approximately  450  feet  upstream  of  the 

None 

*583 

.  • 

(Unincorporated 

Areas). 

confluence  of  Heizer  Creek. 

At  the  upstream  county  boundary . 

None 

*601 

Maps  available  for  inspection  at  the  Office  of  Putnam  County  Planning  and  Infrastructure,  Putnam  County  Courthouse,  3389  Winfield  Road, 
Winfield,  West  Virginia. 

Send  corrvnents  to  Mr.  Franklin  D.  Bannister,  President  of  the  Putnam  County  Comnmssion,  3389  Winfield  Road,  Winfield,  West  Virginia 
25213. 


(Catalog  of  Federal  Domestic  Assistance  No. 
83.100,  “Flood  Insurance.”) 

Dated;  August  15, 1996. 

Richard  W.  Krimm, 

Acting  Associate  Director  for  Mitigation. 

[FR  Doc.  96-21965  Filed  8-27-96;  8:45  am] 
BILLING  CODE  e718-04-P 


FEDERAL  COMMUNICATIONS 
COMMISSION 

47  CFR  Part  73 

[MM  Docket  No.  96-171;  RM-8846]  . 

Radio  Broadcasting  Services;  Indian 
Springs,  NV,  Mountain  Pass,  CA, 
Kingman,  AZ,  St  George,  UT 

agency:  Federal  Communications 
Commission. 

ACTION:  Proposed  rule. 


SUMMARY:  The  Commission  requests 
comments  on  a  petition  filed  by  Claire 
B.  Benezra,  permittee  of  Station  KPXC, 
Indian  Springs,  NV,  requesting  the 
substitution  of  Channel  257C  for 
Channel  257A  at  Indian  Springs,  and 
the  modification  of  Station  KPXC’s 
construction  permit  to  specify  operation 
on  the  higher  class  channel.  The 
allotment  of  Channel  257C  to  Indian 
Springs  could  provide  the  commimity 
with  a  wide  coverage  area  channel  and 
enable  Station  KPXC  to  expand  its 
service  area.  In  addition,  Station  KPXC, 
operating  as  a  Class  C  station,  could 
provide  a  first  aural  reception  service  to 
approximately  1,549  persons.  To 
accommodate  the  allotment  of  Channel 
257C,  petitioner  also  requests  the 
substitution  of  Channel  259B  for 
Channel  258B  at  Mountain  Pass,  CA, 
and  the  modification  of  Station  KHYZ’s 


license  accordingly,  the  substitution  of 
Channel  261C2  for  Channel  260C2  at 
Kingman,  AZ,  and  the  modification  of 
Station  KGMN’s  license  accordingly, 
and  the  substitution  of  Channel  260C  for 
Channel  259C  at  St.  George.  UT,  and  the 
modification  of  Station  KSGl’s  license 
accordingly. 

DATES:  Comments  must  be  filed  on  or 
before  October  7, 1996,  and  reply 
comments  on  or  before  October  22, 

1996. 

ADDRESSES:  Federal  Communications 
Conunission,  Washington,  DC  20554.  In 
addition  to  filing  comments  with  the 
FCC,  interested  parties  should  serve  the 
petitioner,  or  its  coimsel  or  consultant, 
as  follows:  Jerrold  Miller,  Esq.-,  Miller 
and  Miller,  P.O.  Box  33003, 

Washington,  DC  20033  (Counsel  to 
petitioner). 
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FOR  FURTHER  INFORMATION  CONTACT: 
Leslie  K.  Shapiro,  Mass  Media  Bureau, 
(202)  418-2180. 

SUPPLEMENTARY  INFORMATION:  Channel 
257C  can  be  allotted  to  Indian  Springs, 
NV,  with  a  site  restriction  of  13.2  miles 
(21.2  kms)  southwest,  at  coordinates  36- 
25-18  NL;  115-48-35  WL,  to 
accommodate  petitioner’s  desired 
transmitter  site.  Channel  261C2  can  be 
allotted  to  Kingman,  AZ,  at  Station 
KGMN’s  licensed  transmitter  site,  at 
coordinates  35-06-37;  113-52—55. 
Channel  260C  can  be  allotted  to  St. 
George,  UT,  at  Station  KSGI’s  licensed 
transmitter  site,  at  coordinates  36-50- 
49;  113-29-28.  Chaimel  259B  can  be 
allotted  to  Moimtain  Pass,  CA,  at  Station 
KHVZ’s  licensed  transmitter  site,  at 
coordinates  35-29-27;  115-33-27. 

This  is  a  synopsis  of  the 
Commission’s  Notice  of  Proposed  Rule 
Making  and  Order  to  Show  Cause,  MM 
Docket  No.  96-171,  adopted  August  9, 
1996,  and  released  August  16, 1996.  'The 
full  text  of  this  Commission  decision  is 
available  for  inspection  and  copying 
during  normal  business  hours  in  the 
FCC  Reference  Center  (Room  239),  1919 
M  Street,  NW.,  Washington,  DC.  TTie 
complete  text  of  this  decision  may  also 
be  purchased  horn  the  Commission’s 
copy  contractor.  International 
Transcription  Services,  Inc,,  (202)  857- 
3800,  2100  M  Street.  NW.,  Suite  140, 
Washington.  DC  20037. 

Provisions  of  the  Regulatory 
Flexibility  Act  of  1980  do  not  apply  to 
this  proceeding. 

Members  of  the  public  should  note 
that  from  the  time  a  Notice  of  Proposed 
Rule  Making  is  issued  imtil  the  matter 
is  no  longer  subject  to  Commission 
consideration  or  court  review,  all  ex 
parte  contacts  are  prohibited  in 
Commission  proceedings,  such  as  this 
one,  which  involve  channel  allotments. 
See  47  CFR  1.1204(b)  for  rules 
governing  {}ermissible  ex  parte  contacts. 

For  information  regarding  proper 
filing  procedures  for  comments,  see  47 
CFR  1.415  and  1.420. 

List  of  Subjects  in  47  CFR  Part  73 

Radio  broadcasting. 

Federal  Communications  Commission. 

John  A.  Karousos, 

Chief,  Allocations  Branch,  Policy  and  Rules 
Division,  Mass  Media  Bureau. 

(FR  Doc.  96-21865  Filed  8-27-96;  8:45  am] 
BILUNG  CODE  e712-01-F 


47  CFR  Part  73 

[MM  Docket  No.  96-170;  RM-8844] 

Radio  Broadcasting  Services;  Frankiin, 
LA 

agency:  Federal  Communications 
Commission. 

ACTION:  Proposed  rule. 

SUMMARY:  The  Commission  requests 
comments  on  a  petition  by  Annette  G. 
Thompson  proposing  the  allotment  of 
Channel  295C3  at  Franklin,  Louisiana, 
as  the  community’s  second  local  FM 
service.  Channel  295C3  can  be  allotted 
to  Franklin  in  compliance  with  the 
Commission’s  minimum  distance 
separation  requirements  without  the 
imposition  of  a  site  restriction.  The 
coordinates  for  Channel  295C3  at 
Franklin  are  29-47-42  and  91-30-12. 
DATES:  Comments  must  be  filed  on  or 
before  October  7, 1996,  and  reply 
comments  on  or  before  October  22, 

1996. 

ADDRESSES:  Federal  Communications 
Commission,  Washington,  DC  20554.  In 
addition  to  filing  comments  with  the 
FCC,  interested  parties  should  serve  the 
petitioner,  or  its  counsel  or  consultant, 
as  follows;  Vincent  J.  Curtis,  Jr., 

Fletcher,  Heald  &  Hildreth,  P.L.C.,  1300 
N.  17th  Street,  11th  Floor,  Rosslyn, 
Virginia  22209  (Counsel  for  petitioner). 
FOR  FURTHER  INFORMATION  CONTACT:  Pam 
Blumenthal,  Mass  Media  Bureau,  (202) 
418-2180. 

SUPPLEMENTARY  INFORMATION:  This  is  a 
synopsis  of  the  Commission’s  Notice  of 
Proposed  Rule  Making,  MM  Docket  No. 
96-170,  adopted  August  9, 1996,  and 
released  August  16, 1996.  The  full  text 
of  this  Commission  decision  is  available 
for  inspection  and  copying  during 
normal  business  hours  in  the  FCC’s 
Reference  Center  (Room  239),  1919  M 
Street,  NW.,  Washington,  DC.  The 
complete  text  of  this  decision  may  also 
be  purchased  firom  the  Commission’s 
copy  contractor,  ITS,  Inc.,  (202)  857- 
3800,  2100  M  Street,  NW.,  Suite  140, 
Washington,  DC  20037. 

Provisions  of  the  Regulatory 
Flexibility  Act  of  1980  do  not  apply  to 
this  proceeding. 

Members  of  me  public  should  note 
that  from  the  time  a  Notice  of  Proposed 
Rule  Making  is  issued  until  the  matter 
is  no  longer  subject  to  Commission 
consideration  or  court  review,  all  ex 
parte  contacts  are  prohibited  in 
Commission  proceedings,  such  as  this 
one,  which  involve  channel  allotments. 
See  47  CFR  1.1204(b)  for  rules 
governing  permissible  ex  parte  contacts. 

For  information  regarding  proper 
filing  procedures  for  comments,  see  47 
CFR  1.415  and  1.420. 


List  of  Subjects  in  47  CFR  Part  73 
Radio  broadcasting. 

Federal  Communications  Commission. 

John  A.  Karousos, 

Chief,  Allocations  Branch,  Policy  and  Rules 
Division,  Mass  Media  Bureau. 

IFR  Doc.  96-21869  Filed  8-27-96;  8:45  am) 
BILUNQ  CODE  S712-01-F 

47  CFR  Part  73 

[MM  Docket  No.  90-318;  RM-7311,  RM- 
7516] 

Radio  Broadcasting  Services; 
Chiiiicothe,  Forest,  Lima,  New 
Washington,  Peebies  and 
Reynoidsburg,  OH 

AGENCY:  Federal  Communications 
Commission. 

ACTION:  Proposed  rule;  dismissal  and 
denial  of. 

SUMMARY:  The  Commission,  at  the 
request  of  Good  News  Broadcasting, 
dismisses  its  request  to  allot  Channel 
227A  to  New  Washington,  Ohio,  as  the 
community’s  first  local  aural 
transmission  service.  See  55  FR  26708, 
June  29, 1990.  The  Commission  also 
denies  the  proposal  of  Pearl 
Broadcasting,  Inc.  to  reallot  Channel 
227B  fi-om  Chiiiicothe,  Ohio,  to 
Reynoldsburg,  Ohio,  emd  modify  Station 
WKKJ(FM)’s  license  to  specify 
Reynoldsburg  as  its  community  of 
license,  allot  Channel  226 A  to  both 
Forest  and  Peebles,  Ohio,  as  each 
commuijity’s  first  local  aural 
transmission  service,  and  substitute 
Channel  257A  for  Channel  226A  at 
Lima,  Ohio,  and  modify  Station  WYRX’s 
license  to  specify  the  alternate  Class  A 
channel  to  accommodate  the 
Reynoldsburg  and  Peebles  allotments. 
With  this  action,  this  proceeding  is 
terminated. 

FOR  FURTHER  INFORMATION  CONTACT: 

Leslie  K.  Shapiro,  Mass  Media  Bureau, 
(202)  418-2180. 

SUPPLEMENTARY  INFORMATION:  This  is  a 
synopsis  of  the  Commission’s  Report 
and  Order,  MM  Docket  No.  90-318, 
adopted  August  9, 1996,  and  released 
August  20, 1996.  'The  full  text  of  this 
Commission  decision  is  available  for 
inspection  and  copying  during  normal 
business  hours  in  the  FCC  Reference 
Center  (Room  239),  1919  M  Street,  NW., 
Washington,  DC.  'The  complete  text  of 
this  decision  may  also  be  purchased 
firom  the  Commission’s  copy  contractor. 
International  Transcription  Service, 

Inc.,  (202)  857-3800,  2100  M  Street, 
NW.,  Suite  140,  Washington,  DC  20037. 

List  of  Subjects  in  47  CFR  Part  73 
Radio  broadcasting. 
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Federal  Communications  Commission. 

John  A.  Karousos, 

Chief,  Allocations  Branch,  Policy  and  Rules 
Division,  Mass  Media  Bureau. 

[FR  Doc.  96-21866  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  8712-01-F 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  648 

p.D.  081596G] 

Mid-Atlantic  Fishery  Management 
Council;  Public  Hearings 

agency:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Public  hearings. 


SUMMARY:  The  Mid-Atlantic  Fishery 
Management  Covmcil  (Cotmcil),  together 
with  die  Atlantic  States  Marine 
Fisheries  Commission,  will  hold  public 
hearings  to  address  a  proposed 
regulatory  amendment/addendum  to  the 
S^p  Fishery  Management  Pleui,  which 
addresses  man^ement  and  allocation  of 
the  coastwide  commercial  quota. 

DATES:  The  hearings  will  begin  at  7  p.m. 
and  are  scheduled  as  follows: 

1.  September  10, 1996,Trovidence,  RI 

2.  September  10, 1996,  Cape  May 
Courthouse,  NJ 

3.  September  11, 1996,  Buzzards  Bay, 
MA 

4.  September  12, 1996,  E.  Setauket, 

NY 

ADDRESSES:  The  hearings  will  be  held  at 
the  following  locations: 

1.  Providence — ^Providence  Marriott,  1 
Orms  Street,  Providence,  RI 

2.  Cape  May  Coiuthouse — Cape  May 
Agricultural  Extension  Office, 
Oennisville  Road,  Cape  May 
Courthouse,  NJ 


3.  Buzzards  Bay — ^Massachusetts 
Maritime  Academy,  Academy  Drive, 
Buzzards  Bay,  MA 

4.  E.  Setauket — New  York 
Environmental  Conservation  Office,  205 
Belle  Meade  Road,  E.  Setauket,  NY 

FOR  FURTHER  INFORMATION  CONTACT: 
David  R.  Keifer  (302)  674-2331. 

SUPPLEMENTARY  INFORMATION: 

The  hearings  are  physically  accessible 
to  people  with  disabilities.  Requests  for 
sign  language  interpretation  or  other 
auxiliary  aids  should  be  directed  to 
David  Keifer  at  the  Council  at  least  5 
days  prior  to  the  hearing  dates. 

Authority:  16  U.S.C.  1801  et  seq. 

Dated:  August  21, 1996. 

Donald  J.  Leedy, 

Acting  Director,  Office  of  Fisheries 
Conservation  and  Management,  National 
Marine  Fisheries  Service. 

[FR  Doc.  96-21873  Filed  0-27-96;  8:45  am] 
BILUNQ  CODE  3S10-22-F 
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DEPARTMENT  OF  AGRICULTURE 


Submission  for  0MB  Review; 

Comment  Request 

August  23, 1996. 

The  Department  of  Agriculture  has 
submitted  the  following  information 
collection  reqmrement(s)  to  0MB  for 
review  and  clearance  under  the 
Paperworic  Reduction  Act  of  1995, 

Public  Law  104-13.  Comments 
regarding  these  information  collections 
are  best  assured  of  having  their  full 
effect  if  received  within  30  days  of  this 
notification.  Comments  should  be 
addressed  to:  Desk  Officer  for 
Agriculture,  Office  of  Information  and 
R^ulatory  Afimrs,  Office  of 
Management  and  Budget  (OMB), 
Washington,  D.C.  20503  and  to 
Department  Clearance  Officer,  USDA, 
OQO,  Mail  Stop  7602,  Washington,  D.C. 
20250-7630.  Copies  of  the 
submission(s)  may  be  obtained  by 
calling  (202)  720-6204  or  (202)  720- 
6746. 

•  Food  and  Consumer  Service 

Title:  Operating  Guidelines,  Forms 
and  Waivers. 

Summary:  Approval  standards 
promulgated  by  these  Food  Stamp 
regulations  include  system  performance 
characteristics  and  cost  efiectiveness 
during  operation.  As  a  result.  State 
agencies  are  required  to  report 
information  on  these  standards  during 
operation  and  as  part  of  the  approval 
process. 

Need  and  Use  of  the  Information: 
This  information  is  needed  for  approval 
purposes  per  the  Food  Stamp  Act,  to 
determine  whether  activity  or 
automation  effort  is  eligible  to  receive 
Federal  funding  and  explain  how  the 
program  is  conducted  in  individual 
states.  This  information  is  required  to 
comply  with  the  legislative  mandate. 

Description  of  Respondents:  State, 
Local,  or  Tribal  Government. 

Number  of  Respondents:  53. 


Frequency  of  Responses: 
Recor^eeping;  Reporting:  On  occasion; 
Quarterly. 

Total  Burden  Hours:  4,731. 

•  Food  and  Cofisumer  Service 
Title:  Repmrt  of  the  Child  and  Adult 

Care  Food  Program. 

Summary:  'me  Child  and  Adult  Care 
Food  Program  is  mandated  by  Section 
17  of  the  National  School  Lunch  Act  as 
amended.  State  agencies  must  submit  a 
report  of  program  activity  in  order  to 
receive  Federal  reimbursement  for 
meals  served  to  elimble  participants. 

Need  and  Use  of  Ihe  Information:  The 
information  collected  on  Form  FCS-44 
is  used  for  management  of  the  program. 

It  is  the  only  means  by  which  FCS  can 
obtain  current  information  necessary  to 
m^e  payments  to  State  agency  letters  of 
credit,  and  to  plan  for  future  levels  of 
program  funding.  If  this  data  were  not 
collected,  FCS  would  be  vmable  to 
monitor  the  proper  use  of  program 
funds. 

Description  of  Respondents:  State, 
Local,  or  Tribal  Government. 

Number  of  Respondents:  53. 
Frequency  of  Responses:  Reporting; 
Monthly;  Quarterly;  Semi-annually. 
Total  Burden  Hours:  5,724. 

•  Farm  Service  Agency 

Title:  Request  for  Statement  of  Debts 
and  Collateral. 

Summary:  The  Consolidated  Farm 
and  Rural  Development  Act  authorizes 
the  Secretary  of  Agricultmre  to  make 
direct  loans  to  eligible  farmers  and 
ranchers  for  farm  operating  and 
emergency  loans  for  operating  purposes. 

Need  and  Use  of  the  Information: 
Information  collection  is  necessary  to 
obtain  details  regarding  chatte  debt  for 
direct  operating  loans  and  for 
emergency  loans  for  operating  purposes. 
Without  this  information,  USDA  would 
not  have  verification  on  lien  position 
when  securing  the  loem  and  would  not 
have  exact  balances  on  the  debts  in 
question. 

Description  of  Respondents:  Business 
or  other  for-profit;  Federal  Government. 
Number  of  Respondents:  15,000. 
Frequency  of  Responses: 
Recordkeeping;  Reporting:  On  occasion. 
Total  Burden  Hours:  11,250. 

•  Foreign  Agricultural  Service 

Title:  Application  for  Import  Licenses 
for  Certain  Dairy  Products — 1997  and 
thereafter. 

Summary:  These  forms  will  be  used 
in  applying  for  import  licenses  for 


certain  dairy  products  subject  to  tariff- 
rate  quotas  and  issued  in  accordance 
with  the  final  rule  governing  the 
administration  of  the  import  licensing 
system. 

Need  and  Use  of  the  Information:  The 
information  is  needed  to  assure  that  the 
intent  of  the  legislature  is  being 
correctly  administered. 

Description  of  Respondents:  Business 
or  other  for-profit;  Individuals  or 
households. 

Number  of  Respondents:  500. 
Frequency  of  Responses: 
Recordkeeping;  Reporting:  Monthly; 
Annually. 

Total  Burden  Hours:  375. 

Emergency  processing  of  this 
submission  has  been  requested  by 
September  6, 1996. 

•  Economic  Research  Service 
Title:  Cotton  Ginning  Charges  and 
Related  Information. 

Summary:  The  information  collected 
provides  specific  estimates  of  charges 
paid  by  farmers  for  ginning  and 
wrapping  cotton,  data  on  harvesting 
practices,  and  chaises  for  major 
marketing  services. 

Need  and  Use  of  the  Information:  The 
information  is  us^  to  compute  cotton 
cost  of  production  estimates,  is  used  in 
commodity  situation  and  outlook 
projections,  and  provides  data  on  trends 
in  harvesting. 

Description  of  Respondents:  Business 
or  other  for-profit. 

Number  of  Respondents:  1170. 
Frequency  of  Responses:  Reporting: 
Annually. 

Total  Burden  Hours:  195. 

Donald  Hulcher, 

Deputy  Departmental  Clearance  Officer. 

[FR  Doc.  96-21971  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  3410-01-M 

Agricultural  Marketing  Service 

[DA-e6-06] 

Announcement  of  Implementation  of 
the  Northeast  interstate  Dairy  Compact 

AGENCY:  Agricultural  Marketing  Service. 
ACTION:  Notice. 

SUMMARY:  This  notice  announces  that 
the  Secretary  of  Agriculture  has 
authorized  ffie  implementation  of  the 
Northeast  Interstate  Dairy  Compact.  The 
Secretary  has  determined  that  a 
compelling  public  interest  exists  in  the 
Compact  region  and  has  authorized  the 
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Compact  States  of  Connecticut,  Maine, 
Massachusetts,  New  Hampshire,  Rhode 
Island,  and  Vermont  to  implement  the 
Northeast  Interstate  Dairy  Compact, 
effective  August  8, 1996. 

EFFECTIVE  DATE:  August  8, 1996. 

FOR  FURTHER  INFORMATION  CONTACT: 
Richard  M.  McKee,  Director,  USDA/ 
AMS/Dairy  Division,  Room  2968,  South 
Building,  P.O.  Box  96456,  Washington, 
DC  20090-6456  (202)  720-4392. 
SUPPLEMENTARY  INFORMATION:  Section 
147  of  the  1996  Federal  Agriculture 
Improvement  and  Reform  (FAIR)  Act 
(Pub.  L.  104-127)  establishes 
Congressional  consent  for  the  Northeast 
Interstate  Dairy  Compact  (the  Compact) 
entered  into  by  the  States  of 
Connecticut,  Maine,  Massachusetts, 

New  Hampshire,  Rhode  Island,  and 
Vermont  subject  to  several  conditions. 
The  FAIR  Act  provides  that  “Based 
upon  a  finding  by  the  Secretary  of  a 
compelling  public  interest  in  the 
Compact  region,  the  Secretary  may  grant 
the  States  that  have  ratified  the 
Northeast  Interstate  Dairy  Compact,  as 
of  the  date  of  enactment  of  this  title,  the 
authority  to  implement  the  Northeast 
Interstate  Dairy  Compact.”  The 
Secretary  issued  the  following  on 
August  8, 1996: 

Finding  and  Authorization  of  Secretary  Dan 
Glickman  on  the  Northeast  Interstate  Dairy 
Compact 

Whereas  the  State  legislatures  in 
Connecticut,  Maine,  Massachusetts,  New 
Hampshire,  Rhode  Island,  and  Vermont  have 
approved  the  Northeast  Interstate  Dairy 
Compact,  the  governor  of  each  Compact  State 
has  signed  a  resolution  supporting  the 
Compact,  the  Congress  has  consented  to  the 
Compact  in  the  Federal  Agriculture 
Improvement  and  Reform  (FAIR)  Act  of  1996, 
and  approximately  ninety-five  percent  of  the 
comments  the  Department  of  Agriculture 
received  regarding  the  Compact  supported  its 
implementation,  I  hereby  find  that  a 
compelling  public  interest  in  the  Compact 
region  exists  and  authorize  the  Compact 
States-to  implement  the  Northeast  Interstate 
Dairy  Compact.  This  finding  and 
authorization  shall  be  effective  immediately 
and  shall  be  published  in  the  Federal 
Register. 

On  August  9, 1996,  Secretary 
Glickman  issued  the  following  press 
statement  concerning  the  Northeast 
Interstate  Dairy  Compact: 

The  State  legislatures  in  Connecticut, 
Maine,  Massachusetts,  New  Hampshire, 
Rhode  Island,  and  Vermont  have  approved 
the  Northeast  Interstate  Dairy  Compact,  the 
governor  of  each  Compact  State  has  signed  a 
resolution  supporting  the  Compact,  and  the 
Congress  has  consented  to  the  Compact  in 
the  Federal  Agriculture  Improvement  and 
Reform  (FAIR)  Act  of  1996.  In  addition, 
approximately  95  percent  of  the  comments 
the  Department  of  Agriculture  received 
regarding  the  Compact  supported  its 


implementation.  For  these  reasons,  I  have 
found  that  a  compelling  public  interest  in  the 
Compact  region  exists  and  have  authorized 
the  Compact  States  to  implement  the 
Northeast  Interstate  Dairy  Compact.  This 
finding  and  authorization  became  effective 
today  and  will  be  published  in  the  Federal 
Register. 

While  it  is  unclear  what  specific  actions 
the  Compact  Commission  will  take  to 
implement  the  Compact,  1  am  concerned 
about  the  potential  effects  of  the  Compact  in 
several  respects.  I  intend,  therefore,  to 
monitor  closely  its  implementation.  1  also 
encourage  Congress  to  exercise  its  oversight 
function  and  monitor  the  implementation  of 
the  Compact.  If  my  expectations  are  not  met, 
or  if  conditions  otherwise  warrant,  I  will 
revoke  this  authorization  to  implement  the 
Compact. 

1  expect  that  the  Compact  Commission  will 
implement  the  Compact  in  a  way  that  does 
not  burden  other  regions  of  the  country, 
consistent  with  the  provisions  of  the  FAIR 
Act  and  the  Compact.  I  would  be  greatly 
concerned  if  the  Commission  restricts  in  any 
way  the  ability  of  producers  to  ship  milk  into 
the  Compact  region.  I  will  monitor  whether 
the  Compact  has  any  adverse  effects  on  the 
income  of  dairy  producers  outside  the 
Compact  region  as  well  as  the  extent  to 
which  the  Commission  utilizes  its  authority 
to  impose  production  controls  to  minimize 
the  effect  of  the  Compact  on  other  dairy 
producing  regions.  I  also  expect  the 
Commission  to  ensure  that  its  actions  are 
flexible  and  responsive  to  changing  supply, 
demand  and  price  conditions  in  milk 
markets. 

Perhaps  most  significantly,  I  am  deeply 
concerned  about  and  will  closely  monitor  the 
effect  of  the  Compact  on  consumers, 
especially  low-income  families,  within  the 
Compact  region.  I  expect  that  the 
Commission  will  pay  close  attention  to  and 
monitor  the  effects  of  its  decisions  on 
consumers  before  and  after  it  takes  any 
action.  I  also  expect  the  Commission  and  the 
Compact  States  to  provide  assistance  to  offset 
any  increased  buraen  on  low-income  families 
in  the  Compact  region.  I  am  also  concerned 
about  the  effect  of  the  Compact  on  the 
Department  of  Agriculture’s  nutrition 
programs,  and  I  expect  the  Commission  to 
exercise  its  authority  to  reimburse 
participants  in  the  Special  Supplemental 
Nutrition  Program  for  Women,  Infonts,  and 
Children  (WIC)  and  to  fulfill  its  obligation  to 
reimburse  the  Commodity  Credit 
Corporation,  as  provided  in  the  Compact  and 
in  the  FAIR  Act. 

The  Compact  is  a  transitional  milk 
marketing  system  for  the  region  and  will  - 
expire  when  a  new  nationwide  Federal  milk  ' 
marketing  order  structure  is  implemented.  I 
believe  the  approach  outlined  in  this 
statement  offers  the  best  opportunity  to 
strengthen  the  dairy  indust^  in  the  Compact 
region  during  the  transition  to  the  reformed 
milk  marketing  order  structure  required  by 
the  FAIR  Act. 

Dated:  August  22, 1996. 

Shirley  R.  Watkins, 

Acting  Assistant  Secretary,  Marketing  and 
Regulatory  Programs. 

(FR  Doc.  96-21957  Filed  8-27-96;  8:45  am) 
BILUNQ  CODE  3410-02-P 


Forest  Service 

Southwest  Washington  Provinciai 
Advisory  Committee  Meeting  Notice 

agency:  Forest  Service,  USDA. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  Southwest  Washington 
Provincial  Advisory  Committee  will 
meet  on  September  11, 1996,  at  the 
Skamania  County  Annex  in  Stevenson, 
Washington.  The  purpose  of  the  meeting 
is  to  continue  work  on  subcommittee 
tasks  from  previous  meetings.  The 
meeting  will  begin  at  1  p.m.  and 
continue  imtil  4:30  p.m.  The  meeting 
will  resiune  at  6:30  p.m.  and  conclude 
at  8:30  p.m. 

Agenda  items  to  be  covered  include: 
(1)  Subcommittee  recommendations  on 
Advisory  Committee  vision  and  work 
priorities,  (2)  Advisory  Committee 
Monitoring  Opportunities,  (3)  Update 
on  Advisory  Committee  Charter 
Renewals.  (4)  Forest  Plan  Allocation 
assumptions  and  their  relationship  to 
timber  harvest  levels,  (5)  Subcommittee 
update  on  socioeconomic  health 
measures.  (6)  Public  Open  Forum. 

All  Southwest  Washington  Provincial 
Advisory  Committee  meetings  are  open 
to  the  public.  Interested  citizens  are 
encouraged  to  attend.  This  open  forum 
provides  opportunity  for  the  public  to 
bring  issues,  concerns,  and  discussion 
topics  to  the  Advisory  Committee.  The 
open  forum  is  scheduled  as  part  of 
agenda  item  (6)  for  this  meeting. 
Interested  speakers  will  need  to  register 
prior  to  the  open  forum  period.  The 
committee  welcomes  the  public’s 
written  comments  on  committee 
business  at  any  time. 

FOR  FURTHER  INFORMATION  CONTACT: 
Direct  questions  regarding  this  meeting 
to  Sue  Lampe,  Public  Affairs,  at  (360) 
750-5091,  or  write  Forest  Headquarters 
Office,  Gifford  Pinchot  National  Forest, 
PO  Box  8944,  Vancouver,  WA  98668- 
8944. 

Dated:  August  20, 1996. 

Ted  C.  Stubblefield, 

Forest  Supervisor. 

(FR  Doc.  96-21923  Filed  8-27-96:  8:45  am] 
BILUNQ  CODE  3410-11-M 


ARCHITECTURAL  AND 
TRANSPORTATION  BARRIERS 
COMPLIANCE  BOARD 

Meeting 

AGENCY:  Architectural  and 
Transportation  Barriers  Compliance 
Board. 

ACTION:  Notice  of  meeting. 
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summary:  The  Architectural  and 
Transportation  Barriers  Compliance 
Board  (Access  Board)  has  scheduled  its 
regular  business  meetings  to  take  place 
in  Washington,  D.C.  on  Monday, 
Tuesday,  and  Wednesday,  September  9- 
11, 1996  at  the  times  and  location  noted 
below. 

DATES:  The  schedule  of  events  is  as 
follows: 

Monday,  September  9, 1996 

9:00  AM-Noon  Technical  Programs 
Committee 

Tuesday,  September  10, 1996 

2:00  PM-4:00  PM  Technical  Programs 
Committee 

4:00  PM-5:00  PM  Planning  and  Budget 
Committee 

Wednesday,  September  11, 1996 

9:00  AM-11:00  AM  Ad  Hoc  Committee  on 
Bylaws  and  Statutory  Review 
11:00  AM-Noon  Executive  Committee 
1:30  PM-3:30  PM  Board  Meeting 

ADDRESSES:  The  meetings  will  be  held 
at:  Embassy  Suites  Hotel,  1250  22nd 
Street,  N.W.,  Washington,  D.C. 

FOR  FURT»«R  INFORMATION  CONTACT:  For 
further  information  regarding  the 
meetings,  please  contact  Lawrence  W. 
Roffee,  Executive  Director,  (202)  272- 
5434  ext.  14  (voice)  and  (202)  272-5449 
(TTY). 

SUPPLEMENTARY  INFORMATION:  At  the 
Board  meeting,  the  Access  Board  will 
consider  the  following  agenda  items: 

•  Approval  of  the  Minutes  of  the  May 
15  and  July  10, 1996  Board  Meetings. 

•  ADAAG  Review  Advisory 
Committee  Report. 

•  Executive  Committee  Report. 

•  Technical  Programs  Committee 
Report. 

•  Planning  and  Budget  Committee 
Report. 

•  Status  Report  by  Standard  Setting 
Agencies  on  Implementing  Regulations 
for  Access  to  Federal  Facilities. 

•  Schedule  for  Completing  State  and 
Local  Government  Facilities  Guidelines 
and  Federal  Facilities  Guidelines. 

All  meetings  are  accessible  to  persons 
with  disabilities.  Sign  language 
interpreters  and  an  assistive  listening 
system  are  available  at  all  meetings. 
Lawrence  W.  RofEse, 

Executive  Director. 

(FR  Doc.  96-21970  Piled  8-27-96;  8:45  am] 
BOJJNQ  CODE  81fi0-01-P 


NATIONAL  FOUNDATION  ON  THE 
ARTS  AND  THE  HUMANITIES 

Institute  of  Museum  Services 

Agency  Information  Collection 
A^vities;  Comment  Request 

agency:  Institute  of  Musemn  Services, 
NFAH. 

ACTION:  Notice. 

SUMMARY:  This  notice  announces  that 
the  agency  requests  comment  on  a 
information  collection  prior  to 
submitting  it  to  the  Office  of 
Management  and  Budget  for  review.  The 
collection  is  entitled  Financial  Status 
Report  Form. 

DATES:  Comments  must  be  submitted  on 
or  before  October  28, 1996. 

ADDRESSES:  Submit  written  conunents 
to:  Rebecca  Danvers,  Program  Director, 
Institute  of  Museum  Services,  1100 
Pennsylvania  Ave.,  NW,  Washington, 
D.C.  20506.  Comments  may  also  be 
submitted  by  e-mail  to 
Imsinfo@ims.fed.us. 

FOR  FURTHER  INFORMATION  CONTACT: 
Submit  requests  for  more  information, 
including  copies  of  the  proposed 
collection  of  information  and 
supporting  dociunentation,  to  IMS 
Program  Office,  Institute  of  Museum 
Services,  Room  609, 1100  Pennsylvania 
Ave.,  NW,  Washington,  DC  20506. 

SUPPLEMENTARY  INFORMATION: 

I.  Information  Collection  Request 

IMS  is  seeking  comments  on  the 
following  Information  Collection 
Request. 

Title:  Financial  Status  Report  OMB 
No.  3137-0025,  Expiration  date  9/30/96. 

Affected  Entities:  Parties  a^iected  by 
this  information  collection  are  museums 
that  have  received  grants  from  the 
Institute  of  Museum  Services. 

Abstract:  This  form  is  an  abbreviated 
version  of  the  OMB  SF  269  (Financial 
Status  Report).  It  is  needed  for  use  of 
museums  unfamiliar  with  federal 
government  requirements.  Only  the 
information  required  by  IMS  is 
requested  on  this  form. 

Burden  Statement:  For  this  collection, 
the  estimated  average  burden  hours  is  1 
and  the  frequency  of  response  is  once. 
The  number  of  respondents  is  900. 

n.  Request  for  Cmnments 

IMS  solicits  comments  to: 

(i)  Evaluate  whether  the  proposed 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility. 


(ii)  Evaluate  the  accuracy  of  the 
agency’s  estimates  of  the  burden  of  the 
proposed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assumptions  used; 

(iii)  Enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and 

(iv)  Minimize  the  bimlen  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate  automated  or 
electronic  collection,  or  other 
technological  collections  techniques  or 
other  forms  of  information  technology, 
e.g.,  permitting  electronic  submission  of 
responses. 

m.  Public  Inspection 

Information  submitted  as  a  comment 
concerning  this  document  may  be 
claimed  confidential  by  marking  any 
part  or  all  of  that  information  as 
Confidential  Business  Information, 

(CBI).  Information  so  nuirked  will  not  be 
disclosed  except  in  accordance  with 
procedures  set  forth  in  40  CFR  part  2. 

A  copy  of  the  comment  that  does  not 
contain  CBI  must  be  submitted  for 
inclusion  in  the  public  record. 
Information  not  marked  confidential 
may  be  disclosed  publicly  by  IMS 
wiffiout  prior  notice.  All  comments, 
written  and  printed  versions  of 
electronic  comments,  not  including  any 
information  claimed  as  CBI,  are 
available  for  inspection  from  8:00  a.m. 
to  4:30  p.m.  Monday  through  Friday, 
excluding  legal  holidays,  in  Rm.  510, 
Institute  of  Museum  Services,  1100 
Pennsylvania  Ave.,  NW,  Washington. 
DC. 

List  of  Subjects 

Financial  Disclosure  Reporting,  Grant 
Monitoring,  Museums. 

Dated:  August  21, 1996. 

Mamie  Bittner, 

Director  of  Public  and  Legislative  Affairs, 
Institute  of  Museum  Services. 

[FR  Doc.  96-21901  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  7036-01-M 


Sunshine  Act  Meeting 

AGENCY:  Institute  of  Museum  Services. 

ACTION:  Notice  of  meeting. 

SUMMARY:  This  notice  sets  forth  the 
agenda  of  a  forthcoming  meeting  of  the 
National  Museum  Services  Board.  This 
notice  also  describes  the  functions  of 
the  Board.  Notice  of  this  meeting  is 
required  imder  the  Government  through 
the  Sunshine  Act  (Public  Law  94-409) 
and  regulations  of  the  Institute  of 
Museum  Services,  45  CFR  1180.84. 
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time/date:  10:30  ain-l:00  pm— 

Thursday  September  26, 1996. 

STATUS:  Open. 

ADDRESS:  Old  Post  Office  Bviilding, 

Room  527, 1100  Pennsylvania  Avenue, 
N.W.,  Washington,  D.C.  20506. 

FOR  FURTHER  INFORMATION  CONTACT:  Isa 
Bauerlein,  Special  Assistant  to  the 
Director,  Institute  of  Museum  Services, 
1100  Pennsylvania  Avenue,  N.W.,  Room 
510,  Washington,  D.C.  20506— (202) 
606-8536. 

SUPPLEMENTARY  INFORMATION:  The 
National  Museum  Services  Board  is 
established  under  the  Museum  Services 
Act,  Title  n  of  the  Arts,  Humanities,  and 
Cultural  Affairs  Act  of  1976,  Public  Law 
94-462.  The  Board  has  responsibility  for 
the  general  policies  with  respect  to  the 
powers,  duties  and  authorities  vested  in 
the  Institute  under  the  Museum  Services 
Act. 

The  meeting  of  Thursday,  September 
26  will  be  open  to  the  public. 

If  you  need  special  accommodations 
due  to  a  disability,  please  contact: 
Institute  of  Museum  Services,  1100 
Pennsylvania  Avenue,  N.W., 
Washington,  D.C.  20506— (202)  606- 
8536— TDD  (202)  606-8636  at  least 
seven  (7)  days  prior  to  the  meeting  date. 

AGENDA 

I.  Chairman’s  Welcome  and  Approval  of 
Minutes 

il.  Director’s  Report 

III.  Appropriations  Report 

IV.  L^islative/Public  Affairs  Report 

V.  IMS  Programs  Report 
Dated:  August  19, 1996. 

Linda  Bell, 

Director  of  Policy.  Planning  and  Budget, 
National  Foundation  on  the  Arts  and  the 
Humanities,  Institute  of  Museum  Services. 
(FR  Doc.  96-22065  Filed  8-26-96;  11:48  am) 
BILUNQ  cooe  7036-01-M 


DEPARTMENT  OF  COMMERCE 

International  Trade  Administration 

[A-834-a05] 

Notice  of  Preliminary  Determination  of 
Sales  at  Less  Than  Fair  Value  and 
Postponement  of  Final  Determination: 
Beryllium  Metal  and  High  Beryllium 
Alloys  from  Kazakstan 

AGENCY:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 

EFFECTIVE  DATE:  August  28, 1996. 

FOR  FURTHER  INFORMATION  CONTACT: 
Dorothy  Tomaszewski  or  Ellen 
Grebasch,  Office  of  Antidumping 
Investigations,  Import  Administration, 
International  Trade  Administration, 
U.S.  Department  of  Commerce,  14th 


Street  and  Constitution  Avenue,  N.W., 
Washington,  D.C.  2Q230;  telephone: 

(202)  482-0631  or  (202)  482-3773, 
respectively. 

The  Applicable  Statute 
Unless  otherwise  indicated,  all 
citations  to  the  Tariff  Act  of  1930  (“the 
Act”)  are  references  to  the  provisions 
effective  January  1, 1995,  the  effective 
date  of  the  amendments  made  to  the  Act 
by  the  Uruguay  Rounds  Agreements 
Act. 

Preliminary  Determination 

We  preliminarily  determine  that 
beryllium  metal  and  high  beryllium 
alloys  (“beryllium”)  from  Kazakstan  are 
being,  or  are  likely  to  be,  sold  in  the 
United  States  at  less  than  fair  value 
(“LTFV”),  as  provided  in  section  733  of 
the  Act.  The  estimated  margins  are 
shown  in  the  “Suspension  of 
Liquidation”  section  of  this  notice. 

Case  History 

Since  the  initiation  of  this 
investigation  on  April  3, 1996  (61  FR 
15770,  April  9, 1996),  the  following 
events  have  occurred: 

On  April  26, 1996,  a  cable  was  sent 
to  the  U.S.  embassy  in  Kazakstan 
requesting  the  identification  of 
Kazakstan  producers  and  exporters  of 
beryllium  exported  to  the  United  States. 
On  May  3, 1996,  a  letter  of  appearance 
was  filed  on  behalf  of  the  K8^:ak  Joint- 
Stock  Company  of  Atomic  Energy  and 
Industry  (“KA'TEP”)  and  the  Joint-Stock 
Company  of  Ulba  Metallurgical  Plant 
(“Ulba”).  The  Department  of  Commerce 
(“the  Department”)  received  a  response 
from  the  U.S.  Embassy  on  May  8, 1996, 
identifying  the  same  companies  named 
in  the  May  3, 1996,  letter  of  appearance. 
The  record  indicates  that  during  the  POI 
these  companies  were  the  only 
companies  licensed  to  export  beryllium 
from  Kazakstan  and  that  Ulba  is  the 
only  beryllium  producer  in  Kazakstan. 
The  companies  did  not  request  that 
separate,  exporter-specific  dumping 
margins  be  calculated. 

On  May  15, 1996,  the  Department  sent 
its  antidumping  questionnaire  to  the 
Embassy  of  Ka2:akstan,  with  a  request 
that  it  be  transmitted  to  all  companies 
that  produce  berylliiun  for  export  to  the 
United  States  and  to  all  companies  that 
were  engaged  in  selling  beryllium  to  the 
United  States  during  the  period  of 
investigation.  A  copy  of  the 
questionnaire  was  also  sent  to  Ulba  and 
KATEP.  The  Department  received 
responses  to  the  questionnaire  from 
Ulba  and  KATEP  during  June  and  July. 

On  April  29, 1996,  the  United  States 
International  Trade  Commission  (“ITC”) 
notified  the  Department  of  its 
affirmative  preliminary  determination. 


On  June  18, 1996,  the  Department 
provided  interested  parties  with  the 
opportunity  to  submit  published, 
publicly-available  information  for  the 
Department  to  consider  when  valuing 
the  factor  inputs.  Petitioner,  Brush 
Wellman  Inc.,  and  respondents 
submitted  information  on  July  23  and 
July  30, 1996.  Additional  comments 
from  petitioner  and  respondents  were 
received  on  August  6, 1996. 

Postponement  of  Final  Determination 

Pursuant  to  section  735(a)(2)(A)  of  the 
Act,  on  August  14, 1996,  respondents 
requested  that,  in  the  event  of  an 
affirmative  preliminary  determination 
in  this  investigation,  the  Department 
postpone  its  final  determination  imtil 
135  days  after  the  date  of  publication  of 
the  determination  in  the  Federal 
Register.  Pursuant  to  19  CFR  353.20(b), 
bemuse  (1)  our  preliminary 
determination  is  affirmative,  (2)  the 
respondents  account  for  a  significant 
proportion  of  exports  of  the  subject 
merchandise,  and  (3)  no  compelling 
reasons  for  denial  exist,  we  are  granting 
respondents’  request  and  postponing  the 
final  determination. 

Scope  of  Investigation 

The  scope  of  this  investigation  is 
beryllium  metal  and  high  beryllium 
alloys  with  a  beryllium  content  equal  to 
or  greater  than  30  percent  by  weight, 
whether  in  ingot,  billet,  powder,  block, 
lump,  chunk,  blank,  or  other 
semifinished  form.  These  are 
intermediate  or  semifinished  products 
that  require  further  machining,  casting 
and/or  fabricating  into  sheet,  extrusions, 
forgings  or  other  shapes  in  order  to  meet 
the  specifications  of  the  end  user. 
Beryllium  and  high  beryllium  alloys 
within  the  scope  of  this  investigation 
are  classifiable  imder  the  Harmonized 
Tariff  Schedule  of  the  United  States 
(“HTSUS”)  8112.11.6000,  8112  11.3000, 
7601.20.9075,  and  7601.20.9090. 
Although  the  HTSUS  subheading  is 
provided  for  convenience  and  customs 
purposes,  our  written  description  of  the 
scope  of  this  investigation  is  dispositive. 

Period  of  Investigation 

The  period  of  investigation  (“POI”)  is 
July  1, 1995,  through  December  31, 

1995. 

Separate  Rates 

Respondents  made  no  claim  for 
receiving  a  separate  rate;  therefore,  the 
Department  did  not  address  this  issue. 

Fair  Value  Comparisons 

To  determine  whether  sales  of 
beryllium  from  Kazakstan  to  the  United 
States  by  Ulba  were  made  at  less  than 
fair  value,  we  compared  the  Export 
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Price  (“EP”)  to  the  NV,  as  specified  in 
the  “Import  Price”  and  “Normal  Value” 
sections  of  this  notice. 

Export  Price 

We  calculated  EP  in  accordance  with 
section  772(a)  of  the  Act,  because  the 
subject  merdiandise  was  sold  directly  to 
the  first  unaffiliated  purchaser  in  the 
United  States  prior  to  importation. 
Although  respondents,  Ulba  and 
KATEP,  reported  that  they  have  a  U.S. 
subsidiary,  Beryllium  Metals 
International  Ltd.  (“BMI”),  calculation 
of  constructed  export  price  (“CEP”) 
imder  section  772(b)  is  not  otherwise 
warranted  for  purposes  of  the 
preliminary  determination  based  on  the 
facts  of  this  investigation.  It  has  been 
the  Department’s  longstanding  and  well- 
recognized  practice  that  a  transaction 
will  be  considered  an  export  price  sale, 
despite  the  involvement  of  an  affiliate  in 
the  United  States  where:  (1)  the 
merchandise  in  question  was  shipped 
directly  horn  the  manufacturer  to  the 
unrelated  buyer,  without  being 
introduced  into  the  physical  inventory 
of  the  related  selling  agent;  (2)  this  was 
the  customary  commercial  channel  for 
sales  of  this  merchandise  between  the 
parties  involved;  and  (3)  the  related 
selling  agent  in  the  United  States  acted 
only  as  a  processor  of  dociunentation 
and  a  commimication  link  with  the 
imrelated  buyer.  See,  e.g..  Final 
Determination  of  Sales  at  Less  Than 
■Fair  Value:  Large  Newspaper  Printing 
Presses  and  Components  Thereof, 
Whether  Assembled  or  Unassembled, 
From  Germany  (61  FR  38166,  38175, 

July  23, 1996).  The  facts  in  the  present 
case  indicate  that  the  merchanmse  is 
not  taken  into  the  physical  inventory  of 
the  U.S.  subsidiary.  Because  there  has 
only  been  one  sale,  we  conclude  that 
there  is  no  “customary  commercial 
channel.”  Therefore,  we  are 
disregarding  this  criterion  for  purposes 
of  this  preliminary  determination. 
Finally,  because  of  the  limits  on  BMI’s 
authority  to  finalize  sales,  it  appears 
that  BMI  is  acting  solely  as  a  processor 
of  documentation  and  communications 
link.  Therefore  we  conclude  that  the 
sale  in  question  is  properly 
characterized  as  an  EP  sale.  However, 
the  issue  of  whether  the  reported  U.S. 
sale  should  be  treated  as  CEP  will  be 
further  examined  at  verification. 

We  calculated  EP  based  on  packed, 
GIF  U.S.  port  prices  to  unaffiliated 
purchasers  in  the  United  States,  as 
appropriate.  We  made  deductions  fit>m 
the  starting  pri(»,  where  appropriate,  for 
foreign  inland  freight,  international 
freight,  and  foreign  brokerage  and 
handling.  Additionally,  for  three 
reported  sales  observations,  respondents 


noted  that  following  the  shipment  of  the 
subject  merchandise,  the  price  was 
adjusted  downward  from  the  originally 
invoiced  imit  price.  For  purposes  of  the 
preliminary  determination,  we  are 
treating  this  change  in  price  as  a  post¬ 
sale  price  discount  to  gross  imit  price. 

Normal  Value 

A.  Nonmarket  Economy  Country  Status 

The  Department  has  treated  Kazakstan 

as  a  nonmarket  economy  country 
(“NME”)  in  all  past  antidumping 
investigations  (see,  e.g..  Final 
Determinations  of  Sales  at  Less  Than 
Fair  Value:  Ferrosilicon  from  Kazakstan 
and  Ukraine:  and  Postponement  of 
Final  Determination;  Ferrosilicon  from 
the  Russian  Federation  58  FR  13050 
(March  9, 1993)).  Because  neither 
respondents  nor  petitioner  have 
challenged  such  treatment,  we  will 
continue  to  treat  Kazakstan  as  a  NME  in 
this  investigation,  in  accordance  with 
section  771(18)(C)  of  the  Act. 

When  the  Department  is  investigating 
imports  fit)m  a  NME,  section  773(c)(1) 
of  the  Act  directs  us  to  base  normal 
value  (“NV”)  on  the  NME  producer’s 
factors  of  production,  valued  in  a 
comparable  market  economy  that  is  a 
significant  producer  of  comparable 
merchandise. 

B.  SvuTogate  Country  Selection 

Section  773(c)(4)  of  the  Act  requires 

the  Department  to  value  the  NME 
producer’s  factors  of  production,  to  the 
extent  possible,  in  one  or  more  market 
economy  countries  that:  (1)  are  at  a  level 
of  economic  development  comparable  to 
that  of  the  NME  and  (2)  are  significant 
producers  of  comparable  merchandise. 
The  Department  has  determined  that 
Peru,  Ecuador,  Algeria,  Colombia,  and 
Timisia  are  countries  comparable  to 
Kazakstan  in  terms  of  overall  economic 
development  (see  June  10, 1996, 
Memorandum  from  David  Mueller, 
Director,  Office  of  Policy,  to  Gary 
Taverman,  Division  I  Director,  Office  of 
Antidumping  Investigations).  ‘ 

■  Respondents  propose  that  the  analysis  of 
comparable  levels  of  economic  development  should 
be  based  on  per-capita  purchasing  power  parity 
(“PPP”).  However,  it  is  important  to  note  that  it  is 
the  Department’s  longstanding  practice  in  selecting 
surrogate  countries  to  rely  on  market-exchange-rate- 
based,  per-capita  income  as  an  indicator  of 
economic  development  (see,  e.g..  Final 
Determination  of  Sales  at  Less  Than  Fair  Value: 
Antidumping  Duty  Investigation  of  Bicycles  from 
the  People's  Republic  of  (^ina,  61  FR  19026,  April 
30, 1996;  Final  Determination  of  Sales  at  Less  Them 
Fair  Value:  Antidumping  Duty  Investigation  of  Steel 
Pipe  from  Romania,  61  FR  24274,  May  14, 1996). 
While  arguments  for  relying  on  PPP  per  capita 
income  have  been  considei^  (see,  e.g..  Final 
Determination  of  Sales  at  Less  Than  Fair  Value: 
Antidumping  Duty  Investigation  of  Manganese 
Metal  from  the  People’s  Republic  of  China, 
November  6, 1995, 60  FR  56048),  the  Department 


Because  none  of  these  five  countries 
satisfies  the  second  statutory 
requirement  for  the  selected  surrogate 
country  to  be  a  significant  producer  of 
comparable  merchandise,  respondents 
proposed  India  as  the  appropriate 
surrogate  country  in  this  investigation. 
According  to  respondents,  India  and 
Kazakstan  are  at  a  similar  level  of 
economic  development  based  on  per- 
capita  PPP;  India  is  “likely  to  be”  a 
pr^ucer  of  beryllium  metal;  and,  India 
is  a  significant  producer  of  titanium  and 
zirconium,  which  respondents  deem 
comparable  to  beryllium  metal  in  terms 
of  physical  characteristics  and  end  use. 

Petitioner  proposed  Brazil  as  the 
appropriate  surrogate  coimtry  in  which 
to  value  the  factors  of  production. 
Petitioner  notes  that  Brazil  and 
Kazakstan  both  experienced  negative 
gross  domestic  product  growth  and  both 
coxmtries  produce  beryl  ore,  the  primary 
input,  used  in  the  production  of 
beryllium. 

Biased  on  information  on  the  record  of 
this  investigation,  the  only  producers  of 
beryllium  (excluding  waste  and  scrap) 
are  the  United  States,  Kazakstan,  and 
the  People’s  Republic  of  C3iina.  Further, 
the  staff  of  the  U.S.  Geological  Survey 
and  the  Department’s  Metals  Division 
have  stated  that  it  is  not  possible  to 
identify  any  merchandise  truly 
comparable  to  beryllium  in  terms  of 
similar  production  process  or 
production  inputs.  Even  though 
petitioner’s  surrogate  counti7  choice, 
Brazil,  is  a  significant  producer  of  beryl 
ore,  an  input  in  producing  beryllium, 
information  on  the  record  indicates  that 
this  ore  cannot  be  considered  to  be 
merchandise  comparable  to  beryllium. 
Moreover,  Brazil’s  1993  per-capita 
annual  income  was  $2930  versus  $1560 
for  Kazakstan.  Although  the  record 
contains  market  reports  which  make 
passing  reference  to  production  of 
beryllium  metal  in  respondents’ 
surrogate  coimtry  choice,  India,  the 
Department  has  been  unable  to  confirm 
such  production.  See  August  21, 1996, 
Memorandum  to  File;  and  Preliminary 
Determination  of  Beryllium  Metal  and 
High  Beryllium  Alloys  from  Kazakstan, 
Calculation  Memorandum,  August  21, 
1996  (“Calculation  Memorandum’'). 

Absent  information  on  a  market 
economy  country  which  produces 
beryllium  and  is  at  a  level  of  economic 
development  comparable  to  that  of 
Kazakstan,  the  Department  selected 
Peru  as  the  primary  surrogate  country 
based  on  its  comparable  level  of 
economic  development  for  purposes  of 
this  investigation.  Peru  and  Kazakstan 

continues  to  rely  primarily  on  exchange-rate-based 
per  capita  income  for  surrogate  country  selection  in 
this  investigation. 
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share  approximately  the  same  per-capita 
annual  income. 

Accordingly,  where  possible,  we  have 
calculated  IW  using  Peruvian  prices 
based  on  POI  data  to  value  Ulba’s 
factors  of  production.  The  sources  of 
individual  surrogate  factor  prices  are 
discussed  under  the  “Normal  Value” 
section,  below. 

C.  Factors  of  Production 

In  accordance  with  section  773(c)  of 
the  Act,  we  calculated  NV  based  on 
factors  of  production  reported  by  Ulba 
(the  sole  Kazakstan  producer  of 
beryllium).  To  calculate  NV,  the 
reported  unit  factor  quantities  were 
multiplied  by  publicly  available  Peru 
values,  where  possible.  Because 
respondents  ceased  production  of 
subject  merchandise  at  the  end  of  1989, 
reported  unit  factor  quantities  are  based 
on  1989  records.  According  to  the  staff 
of  the  U.S.  Geological  Survey,  no  known 
changes  to  the  technology  of  producing 
the  subject  merchandise  have  taken 
place  in  Kazakstan  (see  August  21, 1996, 
Memorandum  to  File).  Therefore,  in  this 
investigation,  the  use  of  reported  factor 
quantities  based  on  1989  records  is 
appropriate. 

Where  Peru  values  were  not  available 
for  certain  of  tlie  factors,  we  used  values 
horn  other  countries.  The  selection  of 
the  surrogate  values  applied  in  this 
determination  was  based  on  the  quality 
and  contemporaneity  of  the  data.  As 
appropriate,  we  adjusted  input  prices  to 
m^e  them  delivered  prices.  For  those 
values  not  contemporaneous  with  the 
POI,  we  adjusted  for  inflation  using 
wholesale  price  indices  or,  in  the  case 
of  labor  rates,  consumer  price  indices, 
published  in  the  International  Monetary 
Fund’s  International  Financial 
Statistics.  (For  further  discussion,  see 
Calculation  Memorandum.) 

Petitioner  has  suggested  that  the 
Department  should  base  surrogate 
coimtry  selection  and  factor  valuation 
on  data  from  the  year  of  production  of 
the  beryllium  that  was  actually  sold 
during  the  POI.  We  do  not  agree  with 
petitioner’s  position.  It  has  been  the 
Department’s  practice  to  value  factors  of 
production  in  the  time  period 
contemporaneous  to  the  date  of  sale  of 
the  subject  merchandise  (i.e.,  the  POI)  to 
reflect  the  value  of  that  merchandise 
during  the  POI.  (See,  for  example.  Final 
Determination:  Antidumping  Duty 
Investigation  of  Pure  and  Alloy 
Magnesium  from  the  Russian 
Federation,  61  FR  16440  (March  30, 
1995);  and  Final  Determination: 
Antidumping  Duty  Investigation  of  Pure 
Magnesium  from  Ukraine,  61  FR  16432 
(March  30, 1995).)  The  fact  that  the 
subject  merchandise  sold  during  the  POI 
was  not  produced  in  the  POI  does  not 


affect  the  choice  of  time  period  for 
valuing  the  factors.  Therefore,  all  factor 
values  from  the  surrogate  country  are 
based  on  POI  data. 

To  value  beryllium  concentrate,  the 
primary  material  input,  we  used  the 
1995  world  market  price  provided  by 
the  U.S.  Geological  Survey.  For  all  other 
reported  direct  material  inputs  and 
packing  materials  (the  specific  identities 
of  which  are  business  proprietary),  we 
used  1994  UN  Trade  Statistics  data — ^the 
latest  available  information — for  Peru, 
except  for  one  material  input,  where  we 
used  data  from  Colombia.  Three  of  the 
reported  material  inputs  were 
determined  not  to  be  direct  material 
inputs  in  the  production  of  subject 
merchandise  and,  therefore,  have  been 
treated  as  part  of  the  factory  overhead 
cost.  (For  further  discussion,  see 
Calculation  Memorandum.) 

To  value  direct  skilled,  direct 
unskilled,  and  packing  labor,  we  used 
the  1994  wage  rate — the  latest  available 
information — for  the  manufactiuing 
sector  in  Peru  published  in  the 
International  Labor  Organization’s  1995 
Yearbook  of  Labour  Statistics.  Because 
we  cannot  determine  if  the  labor  values  ■< 
from  this  source  were  for  skilled  or 
unskilled  workers,  we,  in  accordance 
with  the  Department’s  practice  in  past 
NME  cases,  applied  a  single  earnings 
rate  to  all  reported  labor  factors  (see 
Preliminary  Determination  of  Sales  at 
Less  Than  Fair  Value:  Polyvinyl  Alcohol 
from  the  PRC,  (60  FR  52647,  October  10, 
1995)  and  Preliminary  Determination  of 
Sales  at  Less  Than  Fair  Value:  Steel 
Pipe  from  Romania,  60  FR  61532 
(November  30, 1995)).  Further,  because 
this  earnings  rate  is  exclusive  of 
benefits,  we  increased  the  amount 
reported  to  include  employer-paid 
benefits  based  on  information  reflected 
in  publicly  available  information  in 
Price  Waterhouse’s  1994  publication. 
Doing  Business  in  Peru. 

To  value  electricity,  we  used  1995 
electricity  rates  for  industrial  users  in 
Peru,  published  quarterly  by  the  Latin 
American  Energy  Organization 
(“OLADE”).  We  based  the  value  of  coal 
on  1994  UN  Trade  Statistics  data — the 
latest  available  information — for  Peru. 

We  were  unable  to  find  Peru  data  for 
either  factory  overhead  or  selling, 
general  and  administrative  (“SG^A”) 
expenses.  Further,  we  considered  these 
components  of  normal  value  to  be  most 
appropriately  based  on  a  market 
economy  company  that  actually 
produces  Beryllium.  Accordingly,  we 
based  our  calculation  of  factory 
overhead  and  SG&A  expenses  on 
petitioner’s  experience  as  reported  in 
the  petition. 

With  respect  to  profit,  we  were  also 
imable  to  find  surrogate  data  from  Peru. 


Therefore,  we  calculated  surrogate  profit 
using  actual  1994 — the  latest  available 
information — profit  reported  in  the 
income  statement  of  a  metal  producer  in 
Brazil  (see  Calculation  Memorandum).^ 

Absent  any  data  for  rail  height  in 
Peru,  we  are  using  rail  and  truck  freight 
data  from  Brazil  (see  Calculation 
Memorandum). 

Kazakstan-Wide  Rate 

The  U.S.  Embassy  identified  what  we 
believe  to  be  a  complete  list  of 
producers  and  exporters  of  beryllium 
from  Kazakstan.  We  compared  the 
respondents’  sales  data  with  U.S.  import 
statistics  for  time  periods  including  the 
POI  and  found  no  indication  of 
unreported  sales.  Accordingly,  the 
Kazakstan-wide  rate  is  based  on  the 
weighted-average  margin  calculated  in 
this  proceeding. 

Verification 

As  provided  in  section  782(i)  of  the 
Act,  we  will  verify  all  information  used 
in  making  our  final  determination. 

Suspension  of  Liquidation 

In  accordance  with  section  733(d)  of 
the  Act,  we  are  directing  the  Customs 
Service  to  suspend  liquidation  of  all 
entries  of  beryllium  originating  from 
Kazakstan,  that  are  entered,  or 
withdrawn  from  warehouse,  for 
consumption  on  or  after  the  date  of 
publication  of  this  notice  in  the  Federal 
Register.  The  Customs  Service  will 
require  a  cash  deposit  or  posting  of  a 
bond  equal  to  the  estimated  dumping 
margins  by  which  the  normal  value 
exceeds  the  export  price,  as  shown 
below.  These  suspension  of  liquidation 
instructions  will  remain  in  effect  until 
further  notice. 

The  weighted-average  dumping 
margin  is  as  follows: 


Manufacturer/Producer/Exporter 

Weighted- 
averam 
margin  (per¬ 
cent) 

Ulba  Metallurgical  Plant/KATEP 
Kazakstan-Wide  Rate  * . 

70.80 

70.80 

AThe  Kazakstan-wide  rate  applies  to  all  en¬ 
tries  of  subject  merchandise  originating  from 
Kazakstan  except  for  entries  from  the  exporter 
that  is  identified  individually  above. 

TTC  Notification 

In  accordance  with  section  733(f)  of 
the  Act,  we  have  notified  the  ITC  of  our 
determination.  If  our  final 
determination  is  affirmative,  the  ITC 
will  determine  before  the  later  of  120 
days  after  the  date  of  this  preliminary 
determination  or  45  days  after  our  final 


2  We  note  that  metal  is  the  most  similar  product 
to  beryllium  for  which  we  have  publicly  available 
information  on  proht. 
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detennination  whether  these  imports 
are  materially  injuring,  or  threaten 
material  injury  to,  the  U.S.  industry. 

Public  Comment 

In  accordance  with  19  CFR  353.38, 
case  briefs  or  other  written  comments  in 
at  least  ten  copies  must  be  submitted  to 
the  Assistant  Secretary  for  Import 
Administration  no  later  than  November 
20, 1996,  and  rebuttal  briefs,  no  later 
than  November  27, 1996.  A  list  of 
authorities  used  and  a  summary  of 
arguments  made  in  the  briefs  should 
accompany  these  briefs.  Such  summary 
should  be  limited  to  five  pages  total, 
including  footnotes.  We  will  hold  a 
public  hearing,  if  requested,  to  afford 
interested  parties  an  opportimity  to 
comment  on  arguments  raised  in  case  or 
rebuttal  briefs.  At  this  time,  the  hearing 
is  scheduled  for  Thursday,  December  4, 
1996,  the  time  and  place  to  be 
determined,  at  the  U.S.  Department  of 
Commerce,  14th  Street  and  Constitution 
Avenue,  N.W.,  Washington,  D.C.  20230. 
Parties  should  confirm  by  telephone  the 
time,  date,  and  place  of  the  hearing  48 
hours  before  the  scheduled  time. 

Interested  parties  who  wish  to  request 
a  hearing,  or  to  participate  if  one  is 
requested,  must  submit  a  written 
request  to  the  Assistant  Secretary  for 
Import  Administration,  U.S.  Department 
of  Commerce,  Room  B-099,  within  ten 
days  of  the  publication  of  this  notice. 
Requests  should  contain:  (1)  the  party's 
name,  address,  and  telephone  number; 
(2)  the  number  of  participants;  and  (3) 
a  list  of  the  issues  to  be  discussed.  In 
accordance  with  19  CFR  353.38(b),  oral 
presentations  will  be  limited  to  issues 
raised  in  the  briefs.  If  this  investigation 
proceeds  normally,  we  will  make  oiir 
final  determination  no  later  than  135 
days  after  the  publication  of  this  notice 
in  the  Federal  Register. 

This  determination  is  published 
pursuant  to  section  733(f)  of  the  Act. 

Dated:  August  21, 1996. 

Robert  S.  LaRussa, 

Assistant  Secretary  for  Import 
Administration. 

(FR  Doc.  96-21969  Filed  8-27-96;  8:45  am] 

BILUNQ  CODE  391(M)8-P 


[C-659-001] 

Certain  Refrigeration  Compressors 
from  the  Repubiic  of  Singapore:  Final 
Results  of  Countervailing  Duty 
Administrative  Review 

AGENCY:  International  Trade 
Administration/Import  Administration/ 
Department  of  Commerce. 


ACTION:  Notice  of  final  results  of 
countervailing  duty  administrative 
review. 

SUMMARY:  On  Jime  10. 1996,  the 
Department  of  Commerce  published  the 
preliminaiy  results  of  its  administrative 
review  of  the  agreement  suspending  the 
countervailing  duty  investigation  on 
certain  refirigeration  compressors  fiom 
the  Republic  of  Singapore. 

In  our  preliminary  results  of  review, 
we  preliminarily  determined  that  the 
signatories  to  the  suspension  agreement 
complied  with  the  terms  of  the 
suspension  agreement  during  the  period 
of  review.  We  gave  interested  parties  an 
opportimity  to  comment  on  our 
preliminary  results,  but  we  received  no 
comments.  We  have  not  changed  the 
margin  from  that  presented  in  our 
preliminary  results  of  review. 

We  have  now  completed  this  review, 
the.eleventh  review  of  this  Agreement, 
and  determine  that  the  Government  of 
the  Republic  of  Singapore  (COS), 
Matsushita  Refiigeration  Industries 
(Singapore)  Pte.  Ltd.  (MARIS)  and  Asia 
Matsushita  Electric  (Singapore)  Pte.  Ltd. 
^AMS),  the  signatories  to  the  suspension 
agreement,  have  complied  with  me 
terms  of  the  suspension  agreement 
during  the  pericid  April  1, 1993  through 
March  31, 1994. 

EFFECTIVE  DATE:  August  28, 1996. 

FOR  FURTHER  INFORMATION  CONTACT:  Rick 
Johnson  or  Jean  Kemp,  Office  of  AD/ 
CVD  Enforcement,  International  Trade 
Administration.  U.S.  Department  of 
Commerce,  Washington,  D.C.  20230; 
telephone:  (202)  482-3793. 

Applicable  Statutes  and  Regulations 

Unless  otherwise  stated,  all  citations 
to  the  statute  and  to  the  Department’s 
regulations  are  references  to  the 
provisions  as  they  existed  on  December 
31, 1994. 

SUPPLEMENTARY  INFORMATION: 
Background 

On  June  10, 1996,  the  Department  of 
Commerce  (the  Department)  published 
in  the  Federal  Register  (61  FR  29348- 
50)  the  preliminary  results  of  its 
administrative  review  of  the  agreement 
suspending  the  countervailing  duty 
investigation  on  certain  refiigeration 
compressors  firom  the  Republic  of 
Singapore  (48  FR  51167;  November  7, 
1983).  We  received  no  comments  firom 
interested  parties  on  our  preliminary 
results.  We  have  now  completed  this 
administrative  review  in  accordance 
with  section  751  of  the  Tariff  Act  of 
1930,  as  amended  (the  Tariff  Act). 

Scope  of  the  Review 

Imports  covered  by  this  review  are 
shipments  of  hermetic  refrigeration 


compressors  rated  not  over  one-quarter 
horsepower  firom  Singapore.  This 
merchandise  is  currently  classified 
imder  Harmonized  Tariff  Schedule 
(HTS)  item  number  8414.30.40.  The 
HTS  item  number  is  provided  for 
convenience  and  Customs  purposes. 

The  written  description  remains 
dispositive. 

The  review  period  is  April  1, 1993 
through  March  31, 1994,  and  includes 
three  programs.  (For  the  preliminary 
results  of  review  notice,  we  received 
information  on  three  additional 
programs:  the  Operational  Headquarters 
Program,  the  Technical  Assistance  Fees/ 
Royalty  Payments  Program,  and  the 
Investment  Allowance  Program. 

However,  the  Department  found  these 
programs  to  be  non-countervailable  in 
the  tenth  administrative  review  of  this 
Agreement.  See  Certain  Refrigeration 
Compressors  from  Singapore;  Final 
Results  of  Countervailing  Duty 
Administrative  Review,  60  FR  10315, 
10317-8  (March  13, 1996).  Therefore, 
we  did  not  consider  these  programs  for 
the  purposes  of  the  final  results  of  this 
review).  The  review  covers  one 
producer  and  one  exporter  of  the  subject 
merchandise,  MARIS  and  AMS, 
respectively.  These  two  companies, 
along  with  the  COS,  are  the  signatories 
to  the  suspension  agreement. 

Under  me  terms  of  ffie  suspension 
agreement,  ffie  GOS  agrees  to  offset 
completely  ffie  amount  of  ffie  net 
bounty  or  grant  determined  by  the 
Department  in  ffiis  proceeding  to  exist 
with  respect  to  ffie  subject  merchandise. 
The  offset  entails  ffie  collection  by  ffie 
GOS  of  an  export  charge  applicable  to 
me  subject  merchandise  exported  on  or 
after  ffie  effective  date  of  ffie  agreement. 
See  Certain  Refrigeration  Compressors 
from  the  Republic  of  Singapore: 
Suspension  of  Countervailing  Duty 
Investigation,  48  FR  51167,  51170 
(November  7, 1983). 

Final  Results  of  Review 

We  determine  mat  ffie  signatories  to 
me  suspension  agreement  have 
complied  wiffi  ffie  terms  of  ffie 
suspension  agreement,  including  ffie 
payment  of  the  provisional  export 
charge  for  ffie  review  period.  From  April 
1, 1993,  through  Marcn  31, 1994,  a  rate 
of  5.52  percent  was  in  effect. 

We  determine  the  total  bounty  or 
grant  to  be  2.22  percent  of  ffie  f.o.b. 
value  of  the  merchandise  for  ffie  April 
1, 1993  mrough  March  31, 1994  review 
period.  Following  ffie  memodology 
outlined  in  section  B.4  of  the  agreement, 
the  Department  determines  that,  for  ffie 
period  of  review,  a  negative  adjustment 
may  be  made  to  the  provisional  export 
charge  rate  in  effect.  The  adjustment 
will  equal  ffie  difference  between  ffie 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Notices 


44297 


provisional  rate  in  eHect  during  the 
review  period  and  the  rate  determined 
in  this  review,  plus  interest.  Tliis  rate, 
established  in  the  notice  of  the  final 
results  of  the  eighth  administrative 
review  of  the  suspension  agreement  (See 
Certain  Refrigeration  Compressors  from 
the  Republic  of  Singapore;  Final  Results 
of  Countervailing  Duty  Administrative 
Review,  57  FR  46540  (October  9, 1992)) 
is  5.52  percent.  For  this  period  the  GOS 
may  refimd  or  credit,  in  accordance 
with  section  B.4.C  of  the  agreement,  the 
difierence  to  the  companies,  plus 
interest,  calculated  in  accordance  with 
section  778(b)  of  the  Tariff  Act. 

The  Department  intends  to  notify  the 
GOS  that  the  provisional  export  charge 
rate  on  all  exports  of  the  subject 
merchandise  to  the  United  States  with 
Outward  Declarations  filed  on  or  after 
the  date  of  publication  of  the  final 
results  of  this  administrative  review 
shall  be  2.22  percent  of  the  f.o.b.  value 
of  the  merch€mdise. 

This  notice  also  serves  as  a  reminder 
to  parties  subject  to  administrative 
protective  order  (APO)  of  their 
responsibility  concerning  the 
disposition  of  proprietary  information 
disclosed  under  ^O  in  accordance 
with  19  CFR  355.34(d).  Timely  written 
notification  of  retum/destruction  of 
APO  materials  or  conversion  to  judicial 
protective  order  is  hereby  requested. 
Failure  to  comply  with  the  regulations 
and  the  terms  of  an  APO  is  a 
sanctionable  violation. 

This  administrative  review  and  notice 
are  in  accordance  with  section  751(a)(1) 
of  the  Tariff  Act  (19  U.S.C.  1675(a)(1)) 
and  section  355.22  of  the  Department’s 
regulations  (19  CFR  355.22(1994)). 

Dated:  August  22, 1996. 

Robert  S.  LaRussa, 

Acting  Assistant  Secretary  for  Import 
Administration. 

(FR  Doc.  96-21967  Filed  6-27-96;  8:45  ami 
BILLING  CODE  3510-08-P 


[C-  301-003,  C-301-001] 

Roses  and  Other  Fresh  Cut  Flowers 
and  Miniature  Carnations  From 
Colombia 

AGENCY:  Import  Administration, 
International  Trade  Administration, 
Department  of  Commerce. 

ACTION:  Amended  final  results  of 
reviews  pursuant  to  court  remand: 
Asociacion  Colombiana  de  Exportadores 
de  Flores  and  its  members 
(“ASOCOLFLORES”)  and  the 
Government  of  Colombia  (“GOC”)  v. 

The  United  States:  USA-96-04-01072. 

summary:  On  March  8, 1996,  the 
Department  of  Commerce  (“the  * 


Department’’)  published  the  final  results 
of  its  administrative  reviews  of  the 
coimtervailing  duty  suspension 
agreements  on  certain  roses  and  other 
fresh  cut  flowers  and  miniature 
carnations  from  Colombia.  The  reviews 
coveted  over  800  Colombian  producers/ 
exporters  of  roses,  over  100  Colombian 
producers/exporters  of  miniature 
carnations  and  the  GOC  for  the  period 
covering  January  1, 1993  through 
December  31, 1993.  In  order  to  remove 
inadvertently-included  language,  we  are 
amending  the  final  results. 

EFFECTIVE  DATE:  August  28, 1996. 

FOR  FURTHER  INFORMATION  CONTACT:  N. 
Gerard  Zapiain  at  (202)  482-1090  or 
Jean  Kemp  at  (202)  482-4037  at 
Antidumping/Countervailing 
Enforcement,  International  Trade 
Administration,  U.S.  Department  of 
Commerce,  Washington,  D.C.  20230. 

Background 

On  June  14, 1996,  the  Court  of 
International  Trade  (“CTT’’)  issued  an 
order  remanding  to  the  Department  the 
final  results  of  the  Department’s  reviews 
of  the  countervailing  duty  (“CVD”) 
suspension  agreements  on  miniatiire 
carnations  and  roses  and  other  cut 
flowers  (See  61  Fed.  Reg.  9429  (March 
8, 1996)).  The  reviews  covered  the 
period  January  1, 1993  through 
December  31, 1993.  In  its  order,  the 
Court  granted  the  defendant’s  consent 
motion  and  ordered:  (1)  that  the 
Department  correct  inadvertently- 
included  language  in  the  final  results  of 
the  administrative  reviews;  (2)  that  the 
remand  results  be  filed  with  the  Court 
on  or  before  30  days  from  the  date  of  the 
order;  and  (3)  that  the  administrative 
record  be  filed  with  the  Court,  if 
necessary,  on  or  before  70  days  from  the 
date  of  the  order.  In  the  final  results  of 
the  reviews  covering  the  1993  period, 
the  Department  stated  that  the  GOC  and 
Colombian  producers/exporters  of  the 
subject  merchandise  were  to  complete 
“repa}'ment  and/or  refinancing  for  any 
outstanding  peso-  and  dollar- 
denominated  loans  to  meet  the  new 
short-  and  long-term  benchmarks 
[within]  90  days’’  of  the  publication  of 
the  final  results  in  the  F^eral  Register 
(61  Fed.  Reg.  at  9434).  The  Department 
foimd  in  its  1993  final  results  that  all 
peso-denominated  loans  given  under 
the  programs  covered  by  the  suspension 
agreements  had  been  issued  in 
compliance  with  the  suspension 
agreements,  in  accordance  with  pre¬ 
existing  benchmarks  set  by  the 
Department.  There  is  no  requirement  in 
the  suspension  agreements  for 
respondents  to  refinance  loans  that  the 
Department  has  found,  in  previous 
review  periods,  to  be  in  compliance 


with  the  benchmarks  in  effect  at  the 
time  of  issuance  of  the  loans.  Therefore, 
the  Department  requested  a  remand  to 
correct  the  1993  final  results  of  the 
reviews  for  the  limited  purpose  of 
removing  the  requirement  to  tefinance 
loans  that  were  issued  at  rates  in 
compliance  with  Department-set 
benchmarks. 

On  July  15, 1996,  the  Department 
reconsidered  the  final  results  of  the 
reviews  in  light  of  the  Court’s  order  and 
detennined  that  it  contained  improper 
language.  The  Department  concluded 
that  it  cannot  compel  respondents  to 
comply  with  conditions  not  required  in 
the  suspension  agreements.  On  July  26, 
1996,  the  err  affirmed  the  Department’s 
redetermination.  We  rescind  the 
requirement  that  producers/exporters  of 
subject  merchandise  refinance  peso- 
denominated  loans  granted  in 
accordance  with  pre-existing 
benchmarks. 

These  amended  final  results  of  the 
reviews  are  published  in  accordance 
with  section  751  of  the  Tariff  Act  of 
1930  as  amended  and  19  CFR  353.28(c). 

Dated:  August  22, 1996. 

Robert  S.  LaRussa, 

Acting  Assistant  Secretary  for  Import 
Administration. 

(FR  Doc.  96-21968  Filed  8-27-96;  8:45  am] 
BILLING  CODE  3S1(M)8-P 


Export  Trade  Certificate  of  Review 
ACTION:  Notice  of  application. 

SUMMARY:  The  Office  of  Export  Trading 
Company  Affairs  (“OETCA”), 
International  Trade  Administration, 
Department  of  Commerce,  has  received 
an  application  for  an  Expiort  Trade 
Certificate  of  Review.  This  notice 
summarizes  the  conduct  for  which 
certification  is  sought  and  requests 
comments  relevant  to  whether  the 
Certificate  should  be  issued. 

FOR  FURTHER  INFORMATION  CONTACT:  W. 
Dawn  Busby,  Director,  Office  of  Export 
Trading  Company  Affairs,  International 
Trade  Administration,  (202)  482-5131. 
This  is  not  a  toll-fine  number. 
SUPPLEMENTARY  INFORMATION:  Title  III  of 
the  Export  Trading  Company  Act  of 
1982  (15  U.S.C.  4001-21)  authorizes  the 
Sacretary  of  Commerce  to  issue  Export 
Trade  Certificates  of  Review.  A 
Certificate  of  Review  protects  the  holder 
and  the  members  identified  in  the 
Certificate  from  state  and  federal 
government  antitrust  actions  and  from 
private,  treble  damage  antitrust  actions 
for  the  export  conduct  specified  in  the 
Certificate  and  carried  out  in 
compliance  with  its  terms  and 
conditions.  Section  302(b)(1)  of  the  Act 
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and  15  CFR  325.6(a)  require  the 
Secretary  to  publish  a  notice  in  the 
Federal  Register  identifying  the 
applicant  and  summarizing  its  proposed 
export  conduct. 

Request  for  Public  Comments 
Interested  parties  may  submit  written 
comments  relevant  to  the  determination 
whether  a  Certificate  should  be  issued. 

An  original  and  five  (5)  copies  should 
be  submitted  no  later  than  20  days  after 
the  date  of  this  notice  to:  Office  of 
Export  Trading  Company  Afiaiis, 
International  Trade  Administration, 
Elepartment  of  Commerce,  Room  1800H, 
Washington,  D.C.  20230.  Information 
submitted  by  any  person  is  exempt  from 
disclosvue  under  the  Freedom  of 
Information  Act  (5  U.S.C.  552). 

Comments  should  refer  to  this 
application  as  “Export  Trade  Certificate 
of  Review,  application  number  96- 
00005.”  A  summary  of  the  application 
follows. 

Summary  of  the  Application 
Applicant:  Spirit  Index  Ltd.,  342 
White  Horse  Pike,  Clementon,  New 
Jersey  08021-4345. 

Ck>ntact:  Thomas  P.  Kaczur,  Vice 
President. 

Telephone:  (800)  581-1002. 

Application  No.:  96-00005. 

JDote  Deemed  Submitted:  August  21, 
1996. 

Members  (in  addition  to  applicant): 
None. 

Spirit  Index  Ltd.  seeks  a  Certificate  to 
cover  the  following  specific  Export 
Trade,  Export  Markets,  and  Export 
Trade  Activities  and  Methods  of 
Operations. 

Export  Trade 

1.  Products.  All  products. 

2.  Services.  Ail  services. 

3.  Technology  rights.  Technology 
rights,  including,  but  not  limited  to, 
patents,  trademarks,  copyrights  and 
trade  secrets  that  relate  to  F^ducts  and 
Services. 

4.  Export  Trade  Facilitation  Services 
(as  they  relate  to  the  export  of  products, 
services  and  technology  rights).  Export 
Trade  Facilitation  Services  include 
professional  services  in  the  areas  of 
government  relations  and  assistance 
with  state  and  federal  programs;  foreign 
trade  and  business  protocol;  consulting; 
market  research  and  analysis;  collection 
of  information  on  trade  opportunities; 
maiiceting;  negotiations;  joint  ventures; 
shipping,  export  management;  export 
licensing;  advertising;  documehtaticm 
and  services  related  to  compliance  with 
customs  requirements;  insurance  and 
financing;  bonding;  warehousing;  export 
trade  promotion;  trade  show 
exhibitions;  organizational 


development;  management  and  labor 
strategies;  transfer  of  technology; 
transportation;  and  facilitating  the 
formation  of  shippers’  associations. 

Export  Markets 

The  Export  Markets  include  all  parts 
of  the  world  except  the  United  States 
(the  fifty  states  of  the  United  States,  the 
District  of  Columbia,  the 
Commonwealth  of  Puerto  Rico,  the 
Virgin  Islands,  American  Samoa,  Guam, 
the  Commonwealth  of  the  Northern 
Mariana  Islands,  and  the  Trust  Territory 
of  the  Pacific  Islands). 

Export  Trade  Activities  and  Methods  of 
Operation 

Spirit  Index  Ltd.  may: 

1.  Provide  and/or  arrange  for  the  provision 
of  Export  Trade  Facilitation  Services  through 
corporate  planning  activities,  organizational 
structure,  management  and  managerial 
structure,  or  labor  utilization; 

2.  Engage  in  promotion  and  marketing 
activities  and  collect  information  on  trade 
opportimities  in  the  Export  Market  and 
distribute  such  information; 

3.  Enter  into  exclusive  and/or  non¬ 
exclusive  agreements  with  distributors, 
foreign  buyers,  and/or  sales  representatives 
in  Export  Markets; 

4.  Enter  into  exclusive  or  non-exclusive 
licensing,  and/or  sales  agreements  with 
Suppliers,  Export  Intermediaries,  or  persons 
for  the  transfer  of  title  to  property;  Products, 
Services,  know-how  and/or  Technology 
Rights; 

5.  Enter  into  exclusive  or  non-exclusive 
pricing  and/or  consignment  agreements  for 
the  sale  and  shipment  of  goods  and  services; 

6.  Allocate  the  sales,  export  orders  and/or 
divide  Export  Markets,  among  Suppliers, 
Export  Intermediaries,  or  persons  for  the  sale, 
licensing  and/or  transfer  of  title  to  property. 
Products,  Services,  know-how  and/or 
Technology  Rights; 

7.  Enter  into  exclusive  or  non-exclusive 
agreements  for  the  pooling  of  tangible 
property,  resources,  tying  of  goods  and 
services,  price  setting,  distributionship, 
transportation  services,  shipping,  handling 
and/or  services  in  the  Export  Markets; 

8.  Enter  into  agreements  to  invest  in 
overseas  warehousing,  production  and/or 
manufocturing  facilities  for  minor  product  or 
packaging  modification  activities;  and 

9.  ^ter  into  agreements  to  consolidate 
purchasing,  warehousing  operations, 
production  and/or  manufacturing  facilities. 

Definitions 

1.  “Export  Intermediary”  means  a 
person  who  acts  as  a  distributor,  sales 
representative,  sales  or  marketing  agent, 
or  broker,  or  who  performs  similar 
functions,  including  providing  or 
arranging  for  the  provision  of  Export 
Trade  Facilitation  Services. 

2.  “SuppUer”  means  a  person  who 
produces,  provides,  or  sells  a  Product 
and/or  Service. 


Dated:  August  23, 1996. 

W.  Dawn  Busby, 

Director,  Office  of  Export  Trading  Company 
Affairs. 

IFR  Doc.  96-21925  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  3510-DIM 

National  Institute  of  Standards  and 
Technology 

Public  Meeting  on  U.S.  Technical 
Participation  in  10th  Quadrennial 
Conference  of  the  International 
Organization  of  Legal  Metrology 
(OIML) 

AGENCY:  National  Institute  of  Standards 
and  Technology,  Commerce. 

ACTION:  Announcement  of  pre¬ 
conference  meeting  prior  to  OIML  10th 
Quadrennial  International  Conference. 

SUMMARY:  The  National  Institute  of 
Standards  and  Technology  (NIST)  will 
hold  a  public  meeting  to  discuss  U.S. 
technical  participation  in  the  10th 
Quadrennial  Conference  of  the 
International  Organization  of  Legal 
Metrology  (OIML).  The  principal  focus 
will  be  on  29  OIML  Recommendations 
on  legal  measuring  instruments  that  will 
be  presented  for  ratification  by  the 
Conference.  These  Recommendations 
and  OIML-member  nations’  technical 
comments  on  them  will  be  reviewed 
with  interested  parties  who  will  be 
given  an  opportunity  to  present  their 
views  on  the  Recommendations  and 
other  relevant  issues  of  the  Conference. 

Hie  public  meeting  is  open  to  all 
interested  parties.  Participants  with  an 
expressed  interest  in  particular  topics 
may  obtain  copies  of  the  Conference 
technical  agenda,  including  copies  of 
the  Recommendations  to  be  ratified.  A 
written  summary  of  oral  presentations 
by  interested  parties  should  be  arranged 
and  scheduled  beforehand.  Written 
comments  are  welcome  at  any  time. 
DATES:  Pre-conference  meeting  at  NIST: 
20  September  1996  firom  10a.m.  to  12 
noon;  Tenth  OIML  International 
Conference  in  Vancouver,  British 
Columbia:  4-8  November  1996. 
LOCATION:  Pre-conference  meeting: 
National  Institute  of  Standards  and 
Technology  (NIST  North),  Conference 
Room  145, 820  West  Diamond  Avenue, 
Gaithersburg,  Maryland;  International 
Conference:  Pan  Pacific  Hotel, 
Vancouver,  British  Columbia,  Canada. 
FOR  FURTHER  INFORMATION  CONTACT: 
Samuel  E.  Chappell,  Chief,  Standards 
Management,  Office  of  Standards 
Services,  National  Institute  of  Standards 
and  Technology,  Gaithersburg, 

Maryland  20899;  telephone:  301/975- 
4023,  fax:  301/9266-559,  e-mail: 
Samuel.Chappell@nist,gov. 
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SUPPLEMENTARY  INFORMATION:  The 
International  Organization  of  Legal 
Metrology  (OIML)  is  an 
intergovernmental  (treaty)  organization 
in  which  the  United  States  and  53  other 
nations  participate.  Its  principal 
purpose  is  to  harmonize  national  laws 
and  regulations  pertaining  to  testing  and 
verifying  the  performance  of  legal 
measuring  instruments  used  for  equity 
in  commerce,  for  public  and  worker 
health  and  safety,  and  for  monitoring 
and  protection  of  the  environment.  The 
harmonized  results  are  to  promote 
international  trade  of  measuring 
instruments  and  products  affected  by 
measurement. 

Twenty-nine  Recommendations  will 
be  presented  for  ratification  by  the 
Conference  in  these  categories:  (1) 

Those  already  approved  by  the 
International  Committee  of  Legal 
Metrology  (CIML)  between  1993  and 
1995,  and  (2)  those  that  are  expected  to 
be  submitted  directly  to  the  Conference 
for  approval.  These  Recommendations 
and  the  OIML-member  nations  holding 
the  responsible  secretariat  for  their 
development  are  as  follows: 

Category  1; 

R14  Polarizmetric  saccharimeters 
(France) 

R31  Diaphragm  gas  meters 
(Netherlands) 

R50  Continuous  totalizing  automatic 
weighing  instruments  (UK) 

R  51  Automatic  catchweighting 
instruments  (UK) 

R  61  Automatic  gravimetric  filling 
instruments  (UK) 

R  63  Petroleum  measiurement  tables 
(USA) 

R 102  Aimex:  Test  procedures  for 
sotmd  calibrators  Germany) 

R  106  Annex:  Test  procedmes  for 
automatic  rail-weighbridges  (UK) 

R  107  Annex:  Test  procedtues  for 
discontinuous  totafizing  automatic 
weighting  instiuments  (UK) 

R  110  Pressure  balances  (Bulgaria  and 
Czech  Republic) 

Rill  Weights  of  classes  Ei,E2,Fi,F2, 
M,,  M2.  Ms.  (USA) 

R  112  High  performance  liquid 

chromatographs  for  measurement  of 
pesticides  and  other  toxic 
substances  (USA) 

R 113  Portable  gas  chromatographs  for 
field  measurements  of  hazardous 
chemical  pollutants  (USA) 

R  114  Clinical  electrical  thermometers 
for  continuous  measurement 
(Germany) 

R 115  Clinic^  electrical  thermometers 
with  maximum  device  (Germany) 

R 116  Inductiviely  coupled  plasma 
atomic  emission  specrtrometers  for 
measurement  of  metal  pollutants  in 
water  (USA) 


R 117  Measuring  assemblies  for 

liquids  other  than  water  (Germany) 
R 118  Testing  procedures  and  test 
report  format  for  pattern  evaluation 
of  fuel  dispensers  for  motor 
vehicles  (Germany) 

R  119  Pipe  provers  for  testing 

measuring  systems  for  liquids  other 
than  water  (Japan) 

R  120  Standard  capacity  measures  for 
testing  measuring  systems  for 
liquids  other  than  water  (Germany/ 
France) 

R  121  The  scale  of  relative  humidity  of 
air  certified  against  saturated  salt 
solutions  (People’s  Republic  of 
China) 

R 122  Equipment  for  speech 
audiometers  (Germany) 

R  123  Portable  and  transportable  X-ray 
fluorescence  spectrometers  for  field 
measurement  of  hazardous 
elemental  pollutants  (USA) 

Category  2; 

— Revision  of  R  49:  Water  meters  (UK) 
— Revision  of  R  54:  ph-scale  for  aqueous 
solutions  (Russia) 

— Revision  of  R  58:  Sound  level  meters 
including  development  of  Annex: 

Test  report  format  for  the  evaluation 
of  sound  level  meters  (Germany) 

— ^Revision  of  R  79:  Information  on 
labels  of  prepackaged  products  (USA) 
— Revision  of  R  88:  tetegrating- 
averaging  sormd  level  meters 
including  development  of  Annex; 
Test  report  format  for  the  evaluation 
of  integrating-averaging  sound  level 
meters  (Germany) 

— Refiactometers  for  measuring  the 
sugar  content  of  grape  must  (Fremce) 
Dated:  August  21, 1996. 

Samuel  Kramer, 

Associate  Director. 

(FR  Doc.  96-21863  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  3510-13-M 


[Docket  No.  960308063-6214-02] 

RIN  0693-XX15] 

Withdrawal  of  Voluntary  Product 
Standard  PS  73-89  Glass  Bottles  for 
Carbonated  Soft  Drinks 

AGENCY:  National  Institute  of  Standards 
and  Technology  (NIST),  Commerce. 
ACTION:  Annoimcement  of  ■withdrawal  of 
Voluntary  Product  Standard  PS  73-89 
Glass  Bottles  for  Carbonated  Soft  Drinks. 

SUMMARY:  The  National  Institute  of 
Standards  and  Technology  (NIST) 
announces  the  withdrawal  of  Voluntary 
Product  Standard  PS  73-89  Glass 
Bottles  for  Carbonated  Soft  Drinks.  This 
action  is  taken  in  accordance  with  10.13 
of  the  Department  of  Commerce 
(Department)  Procedures  for  the 


Development  of  Voluntary  Product 
Standards  (15  CFR  Part  10)  and 
terminates  the  authority  to  refer  to  the 
standard  as  a  Voluntary  Product 
Standard  developed  vmder  the 
Department  procedures. 

EFFECTIVE  DATE:  October  28, 1996. 

FOR  FURTHER  INFORMATION  CONTACT: 
Barbara  M.  Meigs,  Standards 
Management  Program,  Office  of 
Standards  Services,  National  Institute  of 
Standards  and  Technology,  Building 
820,  Room  164,  Gaithersburg,  Maryland 
20899,  Tel.;  301-975-4025.  Fax:  301- 
926-1559. 

SUPPLEMENTARY  INFORMATION:  NIST 
annoimced  in  the  Federal  Register  (61 
FR  14555)  on  April  2, 1996,  that  it 
intended  to  withdraw  Volimtary 
Product  Standard  PS  73-89  due  to  lack 
of  a  proponent  organization  or 
government  agency  to  cover  costs  for 
administrative  and  technical  support 
services  provided  by  the  Department,  a 
requirement  for  Department 
sponsorship  under  section  10(b)(6)  of 
the  Procedures  for  the  Development  of 
Voluntary  Product  Standards  (15  CFR 
Part  10).  NIST  received  no  oral  or 
written  objections  to  the  withdrawal  of 
PS  73-89  in  response  to  the 
annoimcement  and  therefore 
determined  that  the  standard  be 
withdrawn. 

Authority:  15  U.S.C.  272. 

Dated:  August  21, 1996. 

Samuel  Kramer, 

Associate  Director. 

(FR  Doc.  96-21864  Filed  8-27-96;  8:45  am] 
BILUNG  CODE  3510-13-M 


National  Oceanic  and  Atmospheric 
Administration 

Evaluation  of  State  Coastal 
Management  Programs  and  National 
Estuarine  Research  Reserves 

AGENCY:  Office  of  Ocean  and  Coastal 
Resource  Management,  National  Ocean 
Service,  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
DOC. 

ACTION:  Notice  of  availability  of 
evaluation  final  findings. 

SUMMARY:  Notice  is  hereby  given  of  the 
availability  of  the  final  evaluation 
findings  for  the  Guam  and  Wisconsin 
Coastal  Management  Programs,  Hudson 
River  (New  York),  Weeks  Bay 
(Alabama),  Tijuana  River  (Cahfomia), 
North  Inlet/Winyah  Bay  (South 
Carolina),  Narragansett  Bay  (Rhode 
Island)  and  Nor^  Carolina  National 
Estuarine  Research  Reserves  (NERRs). 
Sections  312  and  315  of  the  Coastal 
Zone  Management  Act  of  1972  (CZMA), 
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as  amended,  require  a  continuing 
review  of  the  performance  of  coastal 
states  with  respect  to  approved  coastal 
management  programs  and  the 
operation  and  management  of  NERRs. 

The  State  of  Wisconsin  and  the 
Territory  of  Guam  were  found  to  be 
adhering  to  and  implementing  and 
enforcing  their  Federally  approved 
coastal  management  programs, 
addressing  the  national  coastal 
management  objectives  identified  in 
CZMA  Section  303(a)(A)-(R)>  and 
adhering  to  the  programmatic  terms  of 
their  financial  assistance  awards. 

Hudson  River,  Tijuana  River,  North 
InletAVinyah  Bay,  Narragansett  Bay  and 
North  Carolina  NERRs  were  foimd  to  be 
adhering  to  programmatic  requirements 
of  the  NERR  system.  Weeks  Bay  was 
found  to  be  not  fully  adhering  to  the 
NERR  System  goals,  the  Federally 
approved  NERR  management  plan,  and 
to  the  terms  of  its  financial  assistance 
awards. 

Copies  of  these  final  evaluation 
findings  may  be  obtained  upon  written 
request  fi-om:  Vickie  Allin,  Chief,  Policy 
Coordination  Division,  Office  of  Ocean 
and  Coastal  Resource  Management, 
NOS/NOAA,  1305  East-West  Highway, 
11th  Floor,  Silver  Spring,  Maryland 
20910  (301) 713-3087x126. 

(Federal  Domestic  Assistance  Catalog  11.419 
Coastal  2^ne  Management  Program 
Administration) 

Dated:  August  21, 1996. 

W.  Stanley  Wilson, 

Assistant  Administrator  for  Ocean  Services 
and  Coastal  Zone  Management. 

[FR  Doc.  96-21871  Filed  8-27-96;  8:45  am) 

BIUINQ  CODE  3Sie-08-M 


ineligible  to  participate  in  any  fishery 
and  surrender  all  associated  Federal  fish 
harvesting  permits.  The  FCRI’s 
objectives  are  to  provide  grants  to 
eligible  fishermen  adversely  impacted 
by  the  ^undfish  fishery  disaster,  and 
to  aid  me  long-term  viability  of  the 
groundfish  fishery  resource  through  the 
reduction  of  active  harvesting  capacity 
at  the  lowest  cost. 

DATES:  Applications  must  be 
postmarked  by  October  28, 1996. 
ADDRESSES:  Application  forms  may  be 
obtained  from,  and  completed 
applications  sent  to,  the  Northeast 
Financial  Services  Branch,  National 
Marine  Fisheries  Service,  One 
Blackburn  Drive,  Gloucester,  MA 
01930-2298. 

FOR  FURTHER  INFORMATION  CONTACT:  Leo 
Erwin,  NMFS,  (508)  281-9203. 

SUPPLEMENTARY  INFORMATION: 

1.  Background 

As  a  result  of  the  August  2, 1995, 
declaration  of  a  fishery  resource  disaster 
by  the  Secretary  of  Commerce 
(Secretary),  $25  million  in  emergency 
disaster  assistance  has  been  made 
available  to  NOAA  for  the  FCRI.  The 
authority  for  this  program  is  contained 
in  section  308(d)  of  the 
Interjurisdictional  Fisheries  Act  (IFA)  of 
1986  (16  U.S.C.  4107(d)),  as  amended. 

The  IFA  requires  that  before 
providing  financial  assistance  imder  a 
fishing  capacity  reduction  program,  the 
Secretary  determine  that  adequate 
conservation  and  management  measures 
are  in  place  in  that  fishery.  On  May  15, 
1996,  die  Secretary  approved 
Amendment  7  to  the  Northeast 
Multispecies  Groundfish  Management 
Plan,  which  implements  several  major 
measures  designed  to  rebuild  overfished 
groundfish  resources.  The  Secretary 
hereby  determines,  therefore,  that  Ae 
measures  contained  in  Amendment  7 
are  adequate  conservation  and 
management  measures  for  purposes  of 
implementing  a  fishing  capacity 
reduction  program. 

On  June  4, 1996,  NMFS  published  a 
Federal  Register  notice  (61  FR  28177) 
announcing  the  proposed  FCRI  and 
requesting  comments  on  a  number  of 
issues  including  eligibility,  scoring 
methods,  vessel  reuse,  scrapping,  and 
program  mission.  The  background  for 
this  program  is  provided  in  the  June  4, 
1996,  notice  and  is  not  repeated  here. 

n.  Comments  and  Responses 

Fifteen  comments  were  received  fi'om 
the  following  entities:  U.S.  Coast  Guard 
Station,  Portland,  ME;  Atlantic  Trawlers 
Fishing,  Inc.;  Associated  Fisheries  of 
Maine,  The  Groundfish  Group;  Atheam 
Marine  Agency,  Inc.;  Endangered  Seas 


Campaign,  World  Wildlife  Fund 
International;  Atlantic  Salmoif  of  Maine; 
Chairman,  Board  of  Supervisors, 

Cochise  County,  AZ;  Environmental 
Defense  Fund;  Conservation  Law 
Foimdation,  New  England  Fishery 
Management  Coimcil;  and  five 
individuals.  Similar  comments  have 
been  combined. 

Comment  1:  Two  commenters 
suggested  NMFS  should  not  proceed 
with  the  $25  million  program  until  the 
agency  had  establish^  appropriate 
means  to  evaluate  whether  the  Fishing 
Capacity  Reduction  Demonstration 
Program  (FCRDP)  achieved  its  objective 
and  was  able  to  ensure  that  a  larger 
program  would  not  cause  substantial 
damage  to  other  fisheries. 

Response  1:  The  objectives  of  the 
FCRDP  were  to  demonstrate  that  such  a 
program  could  be  successfully  designed 
and  implemented,  and  that  the  fishing 
industry  was  interested  in  participating 
in  the  program.  Under  the  $2  million 
FCRDP,  NMFS  successfully  removed  11 
vessels  and  26  permits  from  the  fishery, 
and  received  bids  from  fishermen  worth 
over  $52  million.  Clearly  the  objectives 
of  the  program  were  met.  With  respect 
to  harming  other  fisheries,  NMFS  relies 
on  sound  conservation  and  management 
plans  to  protect  fishery  resources.  Many 
New  England  fisheries  are  tmder  limit^ 
entry  schemes,  which  means  that 
anyone  wishing  to  enter  one  of  those 
fisheries  must  purchase  an  existing 
permitted  vessel.  A  fisherman 
participating  in  the  FCRI  may  only  enter 
the  groundfish  fishery  if  he  purchases  a 
vessel  that  is  already  permitted  for  that 
fishery.  However,  the  FCRI  does  not 
restrict  a  participant’s  privilege  to  fish. 
Participants  are  free  to  purchase  a 
permitted  groundfish  vessel,  or  fish 
with  a  different  vessel  in  an  open  access 
fishery.  Finally,  under  the  FCRDP, 
NMFS  removed  15  limited  access 
permits  from  other  fisheries  and 
anticipates  that  the  larger  program  will 
provide  substantial  spillover  ^nefits  to 
the  non-grotmdfish  fisheries  because 
vessel  ovmers  are  required  to  surrender 
all  Federal  fishing  permits. 

Comment  2:  Several  commenters 
believed  that  the  program’s  design  to 
remove  active  fishing  capacity  has  no 
long-term  utility  and  should  he  changed 
to  remove  potential  fishing  capacity. 

Response  2:  NMFS  believes  that 
focusing  the  program  on  reducing  active 
fishing  capacity  is  an  appropriate  design 
to  aid  in  the  long-term  viability  of  the 
groundfish  fishery  resource.  The 
program  gauges  active  fishing  capacity 
in  terms  of  a  vessel’s  performance,  as 
measiued  by  its  grovmdfish  revenues.  In 
this  manner,  the  program  should  target 
those  vessels  associated  with  higher 


[Docket  No.  95106161159-6230-04;  1.0. 
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RIN  0648-ZA16 

The  Fishing  Capacity  Reduction 
initiative  (FCRi);  Finai  Program  Notice 
and  Announcement  of  Avarfiabiiity  of 
Federai  Assistance 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Final  program  notice. 


SUMMARY:  NMFS  issues  this  notice  to 
respond  to  comments  on  the  proposed 
FCRI,  describe  the  final  program 
requirements,  and  announce  the 
availability  of  Federal  assistance.  The 
Department  of  Commerce  (Conunerce) 
has  made  $25  million  available  for  a 
grant  program  for  fishermen  who  hold 
Northeast  multispedes  limited  access 
groimdfish  fishery  permits,  and  who 
scrap  or  metke  their  vessels  permanently 
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landings.  Potential  or  latent  fishing 
cai>acity  is  difficult  to  measure, 
particularly  since  the  skill  of  individual 
vessel  captains  plays  a  key  role. 

However,  NMFS  recognizes  that  latent 
fishing  capacity  is  a  concern  and  may 
address  it  in  future  programs. 

Comment  3:  Several  comments 
reflected  the  view  that  using  revenues  as 
a  measure  of  capacity  does  not 
necessarily  mean  that  the  boats  with  the 
most  capacity  will  be  removed. 

Response  3:  NMFS  believes  using 
revenues  as  a  measure  of  capacity  is 
simple  and  provides  a  cost-efiective 
standard.  Measuring  fishing  capacity 
can  involve  many  complicated  variables 
and  NMFS  remains  convinced  that  the 
program  objective  of  removing  active 
fishing  capacity  at  the  least  cost  is  best 
achieved  by  using  revenues  as  a 
measure  of  capacity. 

Comment  4:  A  number  of  comments 
discussed  the  various  scoring  proposals. 
Comments  were  fairly  evenly  divided  in 
support  of  Scoring  Alternatives  I  and  III. 
No  comments  s^ported  Alternative  II. 

Response  4:  NMFS  outlined  three 
alternative  scoring  proposals  in  the 
proposed  program  notice  and,  based  on 
the  comments  received,  sees  no 
compelling  reason  to  change  the  scoring 
method  used  in  the  demonstration 
program.  NMFS  believes  Alternative  I, 
which  was  used  in  the  demonstration 
program,  is  the  most  effective  way  to 
remove  active  groundfish  capacity  at  the 
least  cost. 

Comment  5:  One  commenter  wanted 
NMFS  to  prohibit  eligibility  of 
corporations  owned  by  Fishery 
Management  Council  members. 

Response  5:  NMFS  agrees  and  has 
incorporated  this  prohibition  into  the  ' 
final  program. 

Comment  6:  A  fisherman  commented 
that  he  would  like  to  see  a  cletir 
statement  that  recipients  of  FCRI 
financial  assistance  are  not  giving  up 
their  rights  to  fish. 

Response  6:  NMFS  agrees  that  the 
FCRI  is  not  intended  to  eliminate  a 
participant’s  privilege  to  fish,  and  has 
incorporated  this  comment  into  the  final 
program. 

Comment  7:  NMFS  received  the  most 
comments  on  the  issues  associated  with 
vessel  reuse,  mandatory  scrapping,  and 
the  transfer  of  fishing  vessels  abroad. 
Some  commenters  supported  a 
continuation  of  the  mandatory 
scrapping  requirement;  some  wanted 
foreign  transfers  prohibited  because  of 
vessel  tracking  and  enforcement 
concerns,  while  others  wanted  NMFS  to 
allow  vessels  to  be  reused  for  any 
activity. 

Response  7:  At  the  time  of 
implementation  of  the  pilot  program, 
mandatory  scrapping  or  sinldng  were 


the  only  ways  for  NMFS  to  ensrire  that 
fishing  vessels  did  not  reenter  another 
fishery.  Subsequently,  Congress 
amended  the  IFA  to  provide  NMFS  with 
statutory  authority  to  ensvu^  that  vessels 
do  not  reenter  any  fishery  after  receiving 
a  FCRI  grant.  The  IFA  now  allows  for 
vessel  reuse  and  specifically  identifies 
vessel  transfers  to  nonprofit 
organizations  for  purposes  of  research, 
education,  and  training.  The  IFA  also 
authorizes  the  Secretary  to  allow  other 
appropriate  non-fishing  uses.  As 
described  in  the  proposed  program 
notice,  NMFS  proposed  allowing  vessels 
to  also  be  reused  for  humanitarian, 
safety,  or  law  enforcement  purposes, 
and  requested  comments  on  allowing 
foreign  transfers  to  public  and  private 
entities.  Based  on  the  comments,  NMFS 
will  allow  vessel  transfers  to  a  U.S. 
public  entity,  a  U.S.  nonprofit 
organization,  and  foreign  national 
governments  for  resear^  (including 
fisheries  research),  education,  training, 
humanitarian,  safety,  or  law 
enforcement  purposes.  Transfers  to 
foreign  private  entities  will  not  be 
allowed  due  to  tracking  and 
enforcement  problems. 

Comment  8:  One  fishing  group 
strongly  opposed  releasing  any 
information  on  applicants  until  after  the 
selection  process  is  over. 

Response  8:  NMFS  intends  to  provide 
legal  notice  of  the  names  of  vessels  and 
their  owners  for  which  a  successful 
investigation  has  been  completed. 

During  program  implementation,  all 
scores  and  bids  will  be  treated  as 
proprietary  information  and  will  only  be 
disclosed  to  Federal  officials  who  are 
responsible  for  the  FQU  or  otherwise 
when  required  by  court  order  or  other 
applicable  law,  such  as  the  Freedom  of 
Information  Act  (FOIA).  The  amoiyit  of 
the  bids  of  successful  applicants  will  be 
released  after  completion  of  the 
program,  and  not  prior  to  selection.  The 
FOIA  prohibits  NMFS  from  releasing 
commercial  or  financial  information 
that  is  privileged  or  confidential. 

Comment  9:  One  commenter  argued 
that  in  view  of  the  Nation’s  financial 
status  and  cuts  in  various  programs 
such  as  Medicare,  Social  Security,  and 
education  programs,  the  Federal 
government  should  not  be  spending  $25 
million  on  a  vessel  and  permit  buy  out. 

^  Response  9:  The  FCRI  is  an  integral 
part  of  the  Administration’s  response  to 
the  groundfish  disaster  in  New  England. 
'The  FCRI  is  specifically  aimed  at 
providing  economic  assistance  to 
people,  in  this  case  fishermen  and  their 
families,  who  have  been  harmed  as  a 
result  of  the  fishery  disaster.  'The  funds 
being  used  for  the  FCRI  are  statutorily 
restricted  to  provide  financial  assistance 


to  fishermen  adversely  impacted  by 
fishing  resoiirce  disasters  and  cannot  be 
used  for  other  purposes. 

Comment  10:  One  commenter  worried 
that  the  FCRI  would  dislocate  highly 
skilled  fishermen  with  no  provisions  for 
retraining. 

Response  10:  As  stated  earlier  in  this 
notice,  the  FCRI  is  intended  to  provide 
fishermen  with  an  alternative  to 
remaining  in  the  fishery.  'The  program  is 
not  intended  to  force  people  into 
unemployment.  The  FCRI  is  a  voluntary 
program.  Fishermen  choose  to  submit 
bids  and  relinquish  their  permits  and 
vessels.  Presumably,  the  fishermen  who 
participate  in  the  program  have  thought 
through  the  pros  and  cons  of  offering 
their  vessels  and  permits. 

Comment  11:  Ctae  commenter  was 
concerned  that  no  environmental 
impact  statement  on  the  FCRI  had  been 
prepared. 

Response  11:  NMFS  has  prepared  an 
Environmental  Assessment  (EA)  of  the 
FCRI.  An  EA  is  required  for  compliance 
with  the  National  Environmental  Policy 
Act  of  1969  (NEPA),  42  U.S.C.  4371  et 
seq.,  which  is  a  condition  for  the  grant. 
The  purpose  of  an  EA  is  to  determine 
whedier  significant  impacts  on  the 
quality  of  ffie  human  environment  could 
result  from  the  proposed  action.  The 
environmental  analysis  in  this  EA 
provides  the  basis  for  this  determination 
and  must  evaluate  the  intensity  or 
severity  of  the  impact  of  an  action  and 
the  significance  of  an  action  with 
respect  to  society  as  a  whole,  the 
affected  region  and  interests,  and  the 
locality.  If  the  action  is  determined  not 
to  be  significant,  the  EA  and  resulting 
finding  of  no  significant  impact  would 
be  the  final  environmental  documents 
required  by  NEPA.  An  Environmental 
Impact  Statement  (EIS)  must  be 
prepared  only  if  the  proposed  action 
may  cause  a  significant  impact  to  the 
quality  of  the  human  environment.  With 
respect  to  the  FCRI,  the  EA  prepared  by 
NMFS  found  that  the  proposed  action 
would  not  have  a  significant  impact  on 
the  quality  of  the  human  environment. 
Therefore,  no  EIS  was  prepared. 

Comment  12:  One  commenter 
suggested  NMFS  should  match  landings 
slips  with  tax  records  as  a  way  to 
validate  groundfish  landings  because 
some  boats  may  have  slippii^  by  last 
time. 

Response  12:  NMFS  will  continue  to 
use  every  means  available  to  validate 
landings  and,  as  in  the  pilot  program, 
landings  that  cannot  be  verified  will  not 
be  allowed. 

Comment  13:  One  commenter 
expressed  concern  that  fishing  vessels 
should  be  “fishable”  at  the  time  of  grant 
award  closing. 
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Response  13:  NMFS  agrees  with  this 
comment  and  has  incorporated  a 
relevant  provision  into  the  final 
pr^ram. 

Comment  14:  One  commenter  stated 
that  the  pilot  program  allowed 
fishermen  to  receive  more  than  the  fair 
market  value  of  their  vessel,  which  then 
allowed  for  the  fisherman  to  purchase  a 
better  vessel  and  continue  fishing. 

Response  14:  The  FCRI  does  not  use 
a  fair  market  value  test  or  vessel  survey 
because  the  fair  market  value  of  the 
vessel  would  not  capture  the  full  value 
of  the  fisherman’s  bid.  The  bid  includes 
the  vessel’s  worth  and  the  value  of  the 
associated  permits.  Each  fisherman’s  bid 
is  scored  in  relation  to  the  groundfish 
revenues  associated  with  the  vessel 
being  offered.  All  bids  receive  a  score 
and  are  ranked  against  all  other  bids. 
Successful  applicants  are  not  prevented 
firom  purchasing  another  fishing  vessel 
just  as  they  can  today.  However,  the  net 
effect  is  that,  because  there  is  a 
moratorium  on  new  vessels  entering  the 
fishery,  there  would  be  one  less  vessel 
and  permit  in  the  fishery. 

m.  Definitions 

Eligible  multispecies  limited  access 
pennit  means  those  limited  access 
permits  defined  in  the  regulations 
implementing  the  Northeast 
Multispecies  Fishery  Management  Plan, 
as  amended  by  Amendment  7, 50  CFR 
651.4(b).  To  be  eligible,  a  permit  must 
be  fi?ee  of  all  permit  sanctions  or  Notice 
of  Permit  Sanction,  at  the  time  of 
application  and  at  grant  award  closing. 
Cheers  of  permits  who  have  been 
issued  a  permit  sanction  or  a  Notice  of 
Permit  Sanction  are  not  eligible  for 
consideration  because  compensation  of 
fishermen  who  violate  fishery 
regulations  would  contravene  the 
program’s  objective  to  aid  the  long-term 
viability  of  the  fishery  resovirce. 

Fisherman  means  any  natiual  or  legal 
person  who  (1)  owns  a  fishing  vessel 
with  an  eligible  multispecies  limited 
access  permit,  (2)  has  less  than 
$2,000,000  in  net  revenues  from 
commercial  fishing  annually,  and  (3)  is 
a  U.S.  citizen  or  permanent  resident 
alien. 

Qualifying  period  means  the  calendar 
years  of  1991, 1992, 1993  and  1994. 

Regulated  groundfish  species  means 
those  species  that  are  regulated  imder 
the  Northeast  Multispecies  Fishery 
Management  Plan  and  are  limited  to 
cod,  Imddock,  pollock,  yellowtail 
flounder,  winter  floimder,  gray  sole, 
American  plaice,  windowpane  flounder, 
white  hake,  and  redfish. 

U.S.  citizen  means  a  U.S.  citizen  for 
the  purpose  of  documenting  vessels  in 
the  U.S.  coastwise  trade.  Crastwise 
trade  documentation  requires:  (1)  All 


sole  proprietors  to  be  U.S.  citizens,  (2) 

75  percent  of  all  partners  (and  100 
percent  of  all  general  partners)  in  a 
partnership  to  be  U.S.  citizens,  and  (3) 

75  percent  of  all  owners  of  a  corporation 
(as  well  as  its  chief  executive  officer  and 
the  minority  of  its  directors  necessary  to 
constitute  a  quorum)  to  be  U.S.  citizens. 
46  C3TI 67,  Subpart  C. 

IV.  FCRI  Program  Overview 

The  objectives  of  the  FCRI  are  to 
provide  grants  to  eligible  fishermen 
adversely  impacted  by  the  groundfish 
fishery  disaster,  and  to  aid  the  long-term 
viability  of  the  fishery  resource  through 
the  reduction  of  active  fishing  capacity 
at  the  lowest  cost.  All  fishing  vessels 
with  an  eligible  valid  multispecies 
limited  access  permit  may  apply.  The 
FCRI  allows  the  applicant  to  establish  a 
price  for  offered  vessels  and  permits 
that  will  be  scored  in  a  competitive 
manner.  Although  the  FCRI  is  designed 
to  remove  vessels  and  permits  from  the 
groundfish  fishery,  successful 
applicants  do  not  forfeit  their  privilege 
to  fish. 

A  successful  applicant  with  an 
undocumented  vessel  will  be  required 
to  scrap  the  vessel.  Sinking  will  also  be 
allowed,  so  long  as  it  is  conducted  in 
compliance  wim  all  applicable  Federal, 
state,  and  local  environmental  laws  and 
reflations.  A  successful  applicant  with 
a  documented  vessel  will  required  to 
scrap  or  sink  the  vessel  or  transfer  it  to 
a  U.S.  public  entity,  a  U.S.  nonprofit 
organization,  or  a  foreign  national 
government  for  research  (including 
fisheries  research),  education,  training, 
humanitarian,  safety,  or  law 
enforcement  purposes.  If  a  vessel  is 
transferred  to  an  eligible  entity,  NMFS 
will  require  that  the  title  include  a 
provision  that  the  vessel  be  scrapped  by 
that  entity  once  it  has  served  the 
purpose  for  which  it  was  transferred. 
Before  any  vessel  may  be  transferred, 
NMFS  will  require  that  the  vessel’s 
Coast  Guard  document  has  a  permanent 
restriction  prohibiting  that  vessel  fiom 
holding  a  fishery  endorsement.  Nk^'S 
reserves  the  right  to  approve  all  vessel 
transfers. 

Vessel  Transfers 

Recognizing  that  limited  Federal 
funding  is  available  for  this  program, 
the  fishermen  may  leverage  these 
monies  with  non-Federal  resources. 
NMFS  will  allow  vessels  to  be  either 
donated  or  sold  to  a  U.S.  public  entity, 
a  U.S.  nonprofit  organization,  or  a 
foreign  national  government.  The  ability 
to  sell  their  vessels  should  allow 
fishermen  to  submit  lower  bids,  and 
consequently  exit  the  fishery  at  a  lower 
cost  to  the  government.  Because  the 
fishermen  will  have  been  partially 


compensated  by  the  government 
through  the  purchase  of  their  permits, 
acquiring  entities  may  be  able  to 
purchase  the  vessels  at  below  market 
value,  allowing  these  entities  to  obtain 
vessels  that  otherwise  would  have  been 
beyond  their  limited  budgets.  In 
engaging  in  these  transfers,  fishermen 
have  the  opportunity  to  receive  the  best 
value  for  the  loss  of  their  vessels  and 
permits.  Vessel  transfers  will  benefit  all 
parties  and  enhance  the  government’s 
ability  to  remove  the  greatest  capacity  at 
the  least  cost. 

Regardless  of  the  manner  in  which  a 
vessel  is  disposed  of  or  transferred,  all 
Federal  fishing  permits  associated  with 
that  vessel  must  be  surrendered  at  the 
time  of  grant  award  closing. 

V.  How  to  Apply 

A.  Eligible  Applications 

Applications  for  FCRI  grants  will  only 
be  considered  from  eligible  fishermen, 
as  defined  in  this  notice,  who  are 
owners  of  eligible  vessels,  which  meet 
the  conditions  stated  below.  Federal 
Government  agencies  or  employees, 
including  full-time,  part-time,  and 
intermittent  personnel,  and  Fishery 
Management  Council  members  (or 
corporations  owned  by  them)  and 
employees  are  not  eligible  to  submit  an 
application. 

For  a  vessel  to  be  eligible  for  the  FCRI, 
it  must  meet  the  following  conditions: 

1.  Have  an  eligible  multispecies 
limited  access  fishing  permit.  Vessel 
owners  will  be  required  to  siurender 
such  permits  along  with  ALL  other 
Federal  fishing  permits  issued  to  that 
vessel  if  awarded  financial  assistance 
vmder  the  FCRI.  Although  pending  or  . 
assessed  civil  penalties  for  state  or 
Federal  fisheries  violations  do  not 
disqualify  a  vessel  owner  finm 
application,  all  outstanding  and/or 
pending  investigations,  charges,  and 
penalties  must  be  resolved  within  a 
reasonable  period  of  time  prior  to  grant 
award  closing.  The  Secretary  retains 
discretion  to  determine  the  applicant’s 
integrity  and  responsibility  to  receive 
Federal  assistance  funds  and  to  comply 
with  the  terms  and  conditions  of  the  ' 
FCRI  award,  and  may  deny  funding  or 
impose  special  award  conditions 
piusuant  to  any  pending  or  outstanding 
state  or  Federal  fishery  violation. 

2.  Be  active  and  functioning. 
Successful  applicants  will  be  required 
to  show  proof  that  their  vessel  made  at 
least  two  (2)  fishing  trips  (of  any 
duration  for  any  species)  during  the  60 
days  prior  to  the  date  for  the  submission 
of  applications  for  FCRI  assistance  and 
that  the  vessel  is  capable  of  fishing  for 
groundfish  in  Federal  waters  under  its 
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own  power  at  the  time  of  application 
and  erant  award  closing. 

3.  Have  derived  65  percent  or  more  of 
its  gross  aimual  revenues  from  the  sale 
of  regulated  groimdfish  species  in  each 
of  the  3  years  during  the  qualifying 
period.  This  means  that  in  1991, 1992, 
1993,  and  1994,  successful  applicants 
must  be  able  to  prove  that  65  percent  or 
more  of  the  gross  revenues  (for  the 
vessel  involved)  in  each  of  the  3  years 
chosen  during  the  qualifying  period  was 
from  the  sale  of  reg^ated  groundfish 
species. 

B.  Submission  of  Applications 

Applicants  are  limited  to  one  bid  per 
vessel  under  the  FCRL  If  the  amoimt  of 
a  bid  is  predicated  upon  a  transfer  for 
money  to  a  third  party,  but  that  transfer 
is  not  approved,  applicants  may  not 
submit  a  new  bid. 

Vessel  owners  will  be  given  60  days 
frt>m  the  date  of  filing  for  public 


inspection  at  the  Office  of  the  Federal 
Register  of  this  final  FCRI  notice  to 
submit  a  FCRI  application  form.  Proof  of 
eligibility  need  not  be  submitted  with 
the  application.  Applicants  will  be 
requir^  to  submit  one  signed  original 
application.  No  facsimile  applications 
will  be  accepted.  NMFS  will  provide 
applicants  with  proof  of  receipt.  The 
anticipated  time  required  to  process 
applications  is  120  days  from  the  date 
of  this  notice. 

All  multispedes  limited  access 
fishing  permit  holders  will  be  mailed  a 
copy  of  the  FCRI  application  form  along 
with  a  copy  of  this  Federal  Register 
notice.  FCffi  application  forms  are  also 
available  at  the  NMFS  Regional  Office 
(See  ADDRESSES). 

VI.  Application  Review  and  Scoring 

All  timely  submitted  and  completed 
applications  will  be  assigned  a  score 
calculated  by  the  following  method: 


Step  A.  Identify  Bid 

The  bid  is  the  dollar  amoimt 
submitted  by  the  applicant  in  the 
application. 

Step  B.  Calculate  Vessel  Performance 

Vessel  performance  will  be 
determined  by  averaging  the  annual 
revenues  from  the  sale  of  regulated 
groundfish  species  harvested  by  that 
vessel  for  the  highest  3  years  during  the 
qualifying  period.  Applicants  may  only 
use  revenues  from  those  years  in  which 
65  percent  or  more  of  gross  revenues 
were  derived  from  the  sale  of  regulated 
groundfish  species. 

Step  C.  Determine  Vessel  Score 

A  vessel  score  will  be  calculated 
using  the  following  formula: 


SCORE = 


_ _ Bid  _ 

(average  annual  revenues  from  sale  of  regulated  groundfish  species  in  highest  3  years) 


Determining  a  bid  amount  is 
extremely  important,  since  this  will  be 
a  key  factor  in  the  success  of  an 
applicant.  If  the  bid  is  too  high  in 
<qplation  to  the  vessel’s  overall 
performance,  the  bid  may  not  be 
competitive.  In  the  pilot  program, 
successful  applicants  submitted  bids 
that  resulted  in  scores  between  0.494 
and  0.725.  Applicants  will  need  to 
carefully  consider  all  costs  involved 
with  receiving  financial  eissistance 
under  the  FCffi;  these  costs  include 
satisfying  vessel  liens,  vessel  scrapping 
or  vessel  transfer  costs,  emd  tax 
liabilities.  Applicants  will  edso  need  to 
consider  wheffier  they  are  willing  to 
accept  a  bid  that  was  predicated  upon 
a  transfer  agreement  that  may  not 
subsequenUy  be  approved.  Applicants 
may  wish  to  consider  selling  vessel  gear 
and  equipment  separately  as  a  way  of 
reducing  the  amount  of  a  bid.  Vessel 
owners  may  retain  any  removable  gear 
and  equipment  for  private  disposition, 
as  long  as  it  was  not  purchased  under 
another  Federal  grant.  In  that  situation, 
the  equipment  must  be  disposed  of  in 
accordance  with  the  origin^  grant 
terms. 

Vn.  Ranking  of  Applications 


applications  than  it  can  fund  but  will 
investigate  all  such  applications  in 
order  of  their  ranking.  NMFS  reserves 
the  right  to  reject  any  or  all  applications 
if  it  is  determined  by  NMFS  ffiat  such 
action  is  in  the  best  interests  of  the 
program  or  if  revisions  to  the  program 
are  warranted  in  the  future.  NMFS  may 
also  solicit  additional  applications.  If 
additional  applications  are  solicited,  all 
applications  submitted  previously  and 
not  determined  to  be  eUgible  will  be 
considered  rejected.  NMFS  will  notify 
eligible  applicants  in  writing.  However, 
eligible  applicants  are  not  guaranteed 
funding  by  simply  having  a  competitive 
bid;  they  will  be  subject  to  a  thorough 
investigation  as  described  in  section  Vn. 

Vm.  Investigation  of  Applications 

A  representative  from  the  NMFS 
Financ^  Services  Division  will  contact 
eligible  applicants  with  competitive 
bids  regarding  the  following: 

1.  Ensuring  that  applicants  meet  ail 
eligibility  requirements  and  can 
document  all  claims  made  in  their 
applications. 

2.  Determining  what  debts  exist 
against  the  vessel  offered  in  the 
application,  including  any  outstanding 
civil  penalties  or  fines. 

3.  Determining  how  applicants  will 
satisfy  all  vessel  liens  before  scrapping 
or  transferring  the  vessels.  Eligible 
applicants  will  have  to  provide  written 
evidence  of  vessel  lienors’  willingness 
to  satisfy  vessel  liens  for  specific 
amoimts. 


4.  Ensuring  availability  of 
documentation  required  to  support 
eligible  applications,  including  the 
following: 

a.  Multispecies  limited  access  fishing 
permit.  The  applicant  may  provide  a 
copy  of  the  permit  to  NMFS,  but  the 
actual  permit  must  be  surrendered  at  the 
time  of  grant  award  closing. 

b.  Proof  of  landings  of  regulated 
species.  NMFS  will  require  proof  that  65 
percent  or  more  of  a  vessel’s  gross 
revenues  came  from  the  sale  of 
regulated  groundfish  species  in  3  years 
during  the  qualifying  period.  Landing 
slips  or  sales  tickets  may  be  used  to 
verify  claimed  revenues. 

c.  Proof  of  gross  revenues  for  highest 
3  years.  Vessel  owners  must  be  able  to 
prove  the  annual  gross  revenues  from 
the  sale  of  fish  for  the  vessel  involved 
for  the  3  years  used  on  the  application. 
Documentation  to  support  income  may 
include,  but  is  not  UMted  to,  individual 
or  corporate  tax  returns,  or  fish  sale 
receipts  accompanied  by  vessel 
settlement  reports.  NMFS  may  require 
sworn  affidavits  from  the  reporting 
party  regarding  the  accuracy  of  the 
information  contained  in  supporting 
documentation.  Sales  that  cannot  be 
substantiated  will  not  be  included  in  the 
calculation  of  either  gross  revenues  or 
revenues  from  regulated  groundfish 
species. 

d.  Dociunentation  of  active  and 
functioning  fishing  vessel.  NMFS  will 
require  documentation  that  the  vessel 
made  at  least  two  fishing  trips  (of  any 


Applications  will  be  ranked,  starting 
with  the  lowest  score.  The  Assistant 
Administrator  for  Fisheries,  NOAA,  will 
determine  which  applications  are 
eligible  for  further  consideration  based 
on  the  ranking  of  the  applications. 
NMFS  may  initially  find  eligible  more 
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duration  for  any  species)  within  60  days 
prior  to  October  28, 1996.  NMFS  will 
also  ascertain  that  the  vessel  is  capable 
of  fishing  for  groundfish  in  Federal 
waters  under  its  own  power  at  the  time 
of  grant  award  closing. 

NMFS  will  provide  legal  notice  of 
names  of  vessels  and  their  owners  for 
which  an  investigation  has  been 
successfully  completed,  and  in  order  to 
facilitate  vessel  transfers,  may  provide 
copies  of  the  published  legal  notices  to 
interested  eligible  entities.  Publication 
of  the  legal  notice  does  not  obligate 
NOAA  to  make  an  award.  NOAA  may 
also  establish  a  World  Wide  Web 
Internet  site  prior  to  termination  of  the 
application  period  in  order  to  facilitate 
commimication  between  potential 
participants  in  vessel  transfer 
agreements. 

Proprietary  information  submitted  by 
applicants  will  only  be  disclosed  to 
Federal  officials  who  are  responsible  for 
the  FCRI  or  otherwise  when  required  by 
court  order  or  other  applicable  law, 
such  as  the  Freedom  of  Information  Act 
(FOIA).  The  FOIA  prohibits  NMFS  from 
releasing  commercial  or  financial 
information  that  is  privileged  or 
confidential. 

IX.  Establishment  of  Award  Terms 

Representatives  firom  the  NMFS 

Financial  Services  Division  will 
establish  the  programmatic  terms  of 
each  financial  assistance  award  for 
eligible  applications  validated  during 
the  investigation  process.  These  terms 
will  be  binding  on  the  applicants  and 
will  control  the  applicant’s  post  award 
rights  and  obligations.  Terms  of  the 
award  will  address  such  matters  as  how 
the  outstanding  liens  on  the  vessels  will 
be  satisfied  and  how  the  vessel  covered 
in  the  appUcation  will  be  scrapped  or 
transferred  to  an  eUgible  entity  for  an 
eUgible  use.  NMFS  reserves  the  right  to 
approve  all  transfers.  If  a  bid  is 
submitted  that  relies  upon  an 
unapproved  transfer,  and  that  transfer  is 
subsequently  disapproved,  an  applicant 
cannot  submit  another  bid.  NOAA  also 
reserves  the  right  to  terminate  financial 
assistance  as  a  result  of  any  enforcement 
actions  that  NMFS  regards  as  indicating 
a  lack  of  grantee  integrity  and 
responsibility  to  receive  Federal 
assistance  funds  and  comply  with  the 
terms  and  conditions  of  the  FCRI  award. 

X.  Grant  Award  Procedures 

After  NMFS  Financial  Services 
Division  and  the  NOAA  Grants 
Management  Division  have  reviewed 
and  approved  the  terms  of  eligible  and 
validated  applications,  then  applicants 
will  be  notified  in  writing  of  the  award 
and  a  grant  award  closing  date  will  be 
set.  Applicants  may  be  required  to  have 


an  attorney  present  at  the  grant  award 
closing.  To  die  extent  necessary, 
attorneys  will  be  required  to  pay  grant 
funds  to  vessel  lienors  in  return  for  lien 
releases.  Should  vessel  liens  exceed  the 
amount  of  the  FCRI  award,  attorneys 
must  obtain  funds  firom  applicants  and 
exchange  them  for  lien  releases.  If  a 
vessel  is  going  to  be  scrapped,  75 
percent  of  the  award  will  be  available  at 
the  grant  award  closing.  The  remaining 
25  piercent  will  be  available  only  when 
applicants  have  made  arrangements  for 
vessel  scrapping  and  other  prescrapping 
dispositions  acceptable  to  NMFS.  If 
these  arrangements  have  been  made  by 
the  time  of  grant  award  closing,  100 
percent  of  the  award  may  be  available 
at  that  time.  Vessel  scrapping  must 
occur  promptly.  If  a  vessel  is  going  to 
be  transferred  to  an  eligible  entity,  the 
transfer  must  also  occur  at  the  grant 
award  closing  and  75  percent  of  the 
award  will  be  available  at  that  time.  The 
remaining  25  percent  will  be  available 
when  the  applicant  shows  proof  that  the 
transferred  vessel  has  a  permanent 
restriction  on  its  certificate  of 
documentation  prohibiting  that  vessel 
finrn  participating  in  the  fisheries  of  the 
U.S.  If  these  arrangements  have  been 
made  by  the  grant  award  closing,  100 
percent  of  the  award  may  be  available 
at  that  time.  NMFS  reserves  the  right  to 
terminate  financial  assistance 
negotiations  with  an  applicant,  if  in  the 
opinion  of  NMFS  there  are  material 
adverse  changes  in  an  applicant’s  ability 
to  meet  the  terms  and  conditions  of  a 
FCRI  award  agreement,  including  any 
outstanding  and/or  pending 
investigation,  cheuge,  or  penalty  relating 
to  a  violation  of  state  or  Federal 
fisheries  law$.  As  a  precaution  against 
insured  vessel  losses,  NOAA  reserves 
the  right  to  reduce  financial  assistance 
awards  by  the  amount  recovered  by  the 
appUcant  through  insurance  claims. 

XL  Administrative  Requirements 

A.  Primary  Applicant  Certification 

Applicants  whose  applications  are 
recommended  for  funding  Avill  be 
required  to  submit  a  completed 
Standard  Form  424B,  “Assurances — 
Non-Construction  Programs’’  and  Form 
CD-511,  “Certification  Regarding 
Debarment,  Suspension  and  Other 
Responsibility  Matters;  Drug-Free 
Workplace  Requirements  and 
Lobbying,’’  and  the  folloAving 
explanations  are  hereby  provided: 

1.  Nonprocurement  debarment  and 
suspension.  Prospective  participants  (as 
defined  at  15  CFR  26.105)  are  subject  to 
15  CFR  part  26,  “Nonprocurement 
Debarment  and  Suspension’’  and  the 
related  section  of  the  certification  form 
prescribed  above  applies. 


2.  Drug-fiee  workplace.  Grantees  (as 
defined  at  15  CFR  26.605)  are  subject  to 
15  CFR  part  26,  subpart  F, 
“Govemmentwide  Requirements  for 
Drug-Free  Workplace  (Grants)*’  and  the 
related  section  of  the  certification  form 
prescribed  above  applies. 

3.  Anti-lobbying.  Persons  (as  defined 
at  15  CFR  28.105)  are  subject  to  the 
lobbying  provisions  of  31  U.S.C.  1352, 
“Limitation  on  use  of  appropriated 
funds  to  influence  certain  Federal 
contracting  and  financial  transactions,’’ 
and  the  lobbying  section  of  the 
certification  form  prescribed  above 
applies  to  applications/bids  for  grants, 
cooperative  agreements,  and  contracts 
for  more  than  $100,000,  and  loans  and 
loan  guarantees  for  more  than  $150,000, 
or  the  single  family  maximum  mortgage 
limit  for  affected  programs,  whichever  is 
greater. 

4.  Anti-lobbying  disclosure.  Any 
applicant  who  has  paid  or  will  pay  for 
lobbying  using  any  funds  must  submit 
an  SF-LLL,  “Disclosure  of  Lobbying 
Activities,”  as  required  under  15  CFR 
part  28,  Appendix  B. 

5.  Lower  tier  certifications. 

Applicants  shall  require  applicants/ 
bidders  for  subgrants,  contracts, 
subcontracts,  or  other  lower  tier  covered 
transactions  at  any  tier  under  the  award 
to  submit,  if  applicable,  a  completed 
Form  CD-512,  “Certifications  Regarding 
Debarment,  Suspension,  Ineligibility 
and  Voluntary  Inclusion-Lower  Tier 
Covered  Transactions  and  Lobbying,” 
and  disclosiire  form  SF-LLL, 

“Disclosure  of  Lobbying  Activities.” 
Form  CD-512  is  intended  for  the  use  of 
recipients  and  should  not  be  transmitted 
to  Commerce.  SF-LLL  submitted  by  any 
tier  recipient  or  subrecipient  should  be 
submitted  to  the  Department  in 
accordance  with  the  instructions 
contained  in  the  award  document. 

B.  Other  Requirements 

1.  Federal  policies  and  procedures. 
FCRI  grant  recipients  and  subrecipients 
are  subject  to  all  Federal  laws  and 
Federal  and  Department  policies, 
regulations,  and  procedures  applicable 
to  Federal  financial  assistance  awards. 
Federal  assistance  funds  cannot  be  used 
to  pay  a  Federal  debt. 

2.  Name  check  review.  Applicants  are 
subject  to  a  name  check  review  process. 
Name  checks  are  intended  to  reveal  if 
any  key  individuals  associated  with  the 
recipient  have  been  convicted  of,  or  are 
presently  facing,  criminal  charges  such 
as  fraud,  theft,  perjury,  or  other  matters 
that  significantly  reflect  on  the 
recipient’s  management,  honesty,  or 
financial  integrity. 

3.  A  false  statement  on  the  application 
is  grounds  for  denial  or  termination  of 
funds  and  grounds  for  possible 
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punishment  by  a  fine  or  imprisonment 
(18  U.S.C.1001). 

4.  Financial  management 
certification/preawaj^  accounting 
siuvey.  Applicants,  at  the  discretion  of 
the  NOAA  Grants  Officer,  may  be 
required  to  have  their  financial 
management  systems  certified  by  an 
independent  public  accoimtant  as  being 
in  compliance  with  Federal  standards 
specified  in  the  applicable  Office  of 
Management  and  Budget  (OMB) 
Circulars  prior  to  execution  of  the 
award.  Any  first-time  applicant  for 
Federal  grant  funds  may  be  subject  to  a 
pre-award  accoimting  survey  by  the 
Department  prior  to  execution  of  the 
award. 

5.  Past  performance.  Unsatisfactory 
performance  under  prior  Federal  awards 
may  result  in  an  application  not  being 
considered  for  fun(fing. 

6.  Delinquent  Federal  debts.  No  award 
of  Federal  funds  shall  be  made  to  an 
applicant  or  to  its  subrecipients  who 
have  an  outstanding  delinquent  Federal 
debt  or  fine  tmtil  either: 

a.  The  delinquent  accoimt  is  paid  in 
full, 

b.  A  negotiated  repayment  schedule  is 
established  and  at  least  one  payment  is 
received,  or 

c.  Other  arrangements  satisfactory  to 
the  Department  are  made. 

7.  Buy  American-made  equipment  or 
products.  Applicants  are  hereby  notified 
that  they  are  encoiuraged,  to  the  extent 
feasible,  to  purchase  American-made 
equipment  and  products  with  funding 
under  this  proraam. 

8.  Pre-award  activities.  If  applicants 
incur  any  costs  prior  to  an  award  being 
made,  they  do  so  solely  at  their  own  risk 
of  not  being  reimbursed  by  the 
Government.  Notwithstanding  any 
verbal  or  written  assurance  that  may 
have  been  received,  there  is  no 
obligation  on  the  part  of  the  Department 
to  cover  pre-award  costs. 

Catalogue  of  Federal  Domestic 
Assistance 

The  FCRI  is  listed  in  the  “Catalogue 
of  Federal  Domestic  Assistance”  under 
No.  11.452,  unallied  Industry  Projects. 

Classification 

This  action  has  been  determined  to  be 
not  significant  for  purposes  of  E.O. 
12866.  Applications  under  this  program 
are  subject  to  E.O.  12372, 
“Intergovernmental  Review  of  Federal 
Programs.”  This  notice  contains  a 
collection-of-information  requirement 
subject  to  the  Paperwork  Reduction  Act 
(PRA).  The  collection  of  this 
information  has  been  approved  by  OMB 
under  control  number  0648-0289. 
Public  reporting  biuden  for  preparation 
of  the  grant  application  is  estimated  to 


be  1  hour  per  response  including  the 
time  for  reviewing  instructions, 
gathering  and  maintaining  the  data 
needed,  and  completing  and  reviewing 
the  collection  of  information.'  An 
additional  15-hour  reporting  burden  is 
estimated  for  those  applicants  who  are 
accepted  by  NMFS  including  time  for 
documenting  the  income  claims  on  their 
applications,  how  outstanding  liens  on 
their  vessels  will  be  satisfied,  and  how 
the  vessels  will  be  scrapped.  Send 
comments  regarding  this  bimlen 
estimate  or  any  other  aspect  of  this 
collection  of  information,  including 
suggestions  for  reducing  this  burden,  to 
NMFS  (See  ADDRESSES). 

Notwithstanding  any  other  provision 
of  the  law,  no  person  is  required  to 
respond  to,  nor  shall  any  person  be 
subject  to,  a  penalty  for  failure  to 
comply  with  a  collection  of  information, 
subject  to  the  requirements  of  the  PRA, 
unless  that  collection  of  information 
displays  a  currently  valid  OMB  control 
number. 

The  Assistant  General  Counsel  for 
Legislation  and  Regulation  of  the 
Department  certifi^  to  the  Chief 
Counsel  for  Advocacy  of  the  Small 
Business  Administration  that  this  notice 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  As  of  August  20, 1996, 1,664 
fishermen  held  multispecies  limited 
access  permits,  representing  the  entire 
universe  of  fishermen  potentially 
eligible  to  participate  in  the  FCRI.  The 
FC^  is  expected  to  result  in  the 
elimination  of  approximately  80  vessels, 
along  with  their  associated  permits. 

There  is  no  doubt  that  the  FCRI  will 
have  a  significant  economic  impact,  as 
defined  under  the  Regulatory  Flexibility 
Act  (RFA),  on  those  fishermen  who 
participate  in  this  program.  The  FCRI, 
however,  will  not  afiect  a  “substantial 
number”  of  small  entities,  defined  as 
more  than  20  percent  of  the  business 
entities  which  are  potentially  eligible 
for  participation  in  the  program.  Indeed, 
assuming  80  fishermen  are  ultimately 
bought  out,  these  fishermen  would 
represent  only  4.8  percent  of  the  small 
entities  potentially  affected  by  the  FCRI. 
Therefore,  the  impacts  of  the  notice  are 
not  significant  within  the  meaning  of  . 
the  RFA.  They  are  not  likely  to  lead  to 
a  reduction  in  the  aimual  gross  revenues 
by  more  than  5  percent  or  an  increase 
in  total  costs  of  production  by  more 
than  5  percent,  nor  would  this  action 
result  in  any  greater  compliance  costs. 

Dated:  August22, 1996. 

Charles  Karnella, 

Acting  Assistant  Administrator  for  Fisheries, 
National  Marine  Fisheries  Service. 

(FR  Doc  96-21875  Filed  8-23-96;  1:01  pm) 
BILLING  CODE  3510-22-P 


COMMODITY  FUTURES  TRADING 
COMMISSION 

Sunshine  Act  Meeting 

AGENCY  HOLDING  THE  MEETING: 
Commodity  Futures  Trading 
Commission. 

TIME  AND  date:  11:00  a.m.,  Friday, 
September  6, 1996. 

PLACE:  1155  21st  St..  N.W.,  Washington, 
D.C.  9th  FI.  Conference  Room. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED:  Surveillance 
Matters. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Jean  A.  Webb,  202-418-5100. 

Jean  A.  Webb, 

Secretary  of  the  Commission. 

(FR  Doc.  96-22072  Filed  8-26-96;  12:45  pm] 
BILLINO  CODE  6361-01-M  . 


Sunshine  Act  Meeting 

AGENCY  HOLDING  THE  MEETING: 
Commodity  Futures  Trading 
Commission. 

TIME  AND  DATE:  11:00  a.m.,  Friday. 
September  13. 1996. 

PLACE:  1155  21st  St..  N.W.,  Washington. 
D.C.  9th  FI.  Conference  Room. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED:  Surveillance 
Matters. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Jean  A.  Webb,  202-418-5100. 

Jean  A.  Webb, 

Secretary  of  the  Commission. 

(FR  Doc.  96-22073  Filed  8-26-96;  12:45  pm] 
BILUNG  CODE  63S1-01-M 


Sunshine  Act  Meeting 

AGENCY  HOLDING  THE  MEETING: 
Commodity  Futures  Trading 
Commission. 

TIME  AND  date:  11:00  a.m.,  Friday, 
September  20, 1996. 

PLACE:  1155  21st  St.,  N.W.,  Washington, 
D.C.  9th  FI.  Conference  Room. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED:  Surveillance 
Matters. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Jean  A.  Webb,  202-418-5100. 

Jean  A.  Webb, 

Secretary  of  the  Commission. 

(FR  Doc.  96-22074  Filed  8-26-96;  12:45  pm] 
BILUNG  CODE  6381-01-M 


Sunshine  Act  Meeting  ' 

AGENCY  HOLDING  THE  MEETING: 
Commodity  Futures  Trading 
Commission. 
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TIME  AND  DATE:  11:00  a.m.,  Friday, 
September  27, 1996. 

PLACE:  1155  21st  St.,  N.W.,  Washington, 
D.C.  9th  Fl.  Conference  Room. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED:  Surveillance 
Matters. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Jean  A.  Webb,  202-418-5100. 

Jean  A.  Webb, 

Secretary  of  the  Commission. 

(FR  Doc  96-22075  Filed  8-26-96;  8:45  am) 
BM.LMG  CODE  SSSt-OI-M 


DEPARTMENT  OF  EDUCATION 

Advisory  Committee  on  Student 
Financial  Assistance;  Meeting 

AGENCY:  Advisory  Committee  on 
Student  Financial  Assistance, 

Education. 

ACTION:  Notice  of  upcoming  meeting. 

SUMMARY:  This  notice  sets  forth  the 
schedule  and  proposed  agenda  of  a 
forthcoming  meeting  sponsored  by  the 
Advisory  Committee  on  Student 
Financial  Assistance.  This  notice  also 
describes  the  functions  of  the 
Conunittee.  This  doounent  is  intended 
to  notify  the  general  public. 

DATES  AND  TIMES:  Wednesday, 

September  18, 1996,  beginning  at  9:30 
a.m.  and  ending  at  approximately  5:00 
p.m.  and  Thursday,  September  19, 1996, 
beginning  at  8:30  a.m.  and  ending  at 
approximately  2:00  p.m. 

ADDRESSES:  Washington  State 
University,  Lewis  Alumni  Centre,  the 
Regents  Room,  Wilson  Road  and  Quad 
Services  Road,  in  Pullman,  Washington 
99164. 

FOR  FURTHER  INFORMATION  CONTACT: 

Dr.  Brian  K.  Fitzgerald,  Staff  Director, 
Advisory  Committee  on  Student 
Financial  Assistance,  1280  Maryland 
Avenue.  S.W.,  Suite  601,  Washington, 
D.C.  20202-7582  (202) 708-7439. 
SUPPLEMENTARY  INFORMATION:  The 
Advisory  Committee  on  Student 
Financial  Assistance  is  established 
under  Section  491  of  the  Higher 
Education  Act  of  1965  as  amended  by 
Public  Uw  100-750  (20  U.S.C.  1098). 

The  Advisory  Committee  is  established 
to  provide  advice  and  counsel  to  the 
Congress  and  the  Secretary  of  Education 
on  student  financial  aid  matters 
including  providing  technical  expertise 
with  regard  to  systems  of  need  analysis 
and  application  forms,  making 
recommendations  that  will  result  in  the 
maintenance  of  access  to  postsecondary 
education  for  low-  and  middle-income 
students,  conducting  a  study  of 
institutional  lending  in  the  Stafford 


Student  Loan  Program  and  an  in-depth 
study  of  student  loan  simplification. 

The  Advisory  Committee  fulfills  its 
charge  by  conducting  objective, 
nonpartisan,  and  independent  analyses 
of  important  student  aid  issues.  As  a 
result  of  passage  of  the  Omnibus  Budget 
Reconciliation  Act  (OBRA)  of  1993, 
Congress  assigned  the  Advisory 
Committee  the  major  task  of  evaluating 
the  Ford  Federal  Direct  Loan  Program 
(FDLP)  and  the  Federal  Family 
Education  Loan  Program  (FFELP).  The 
Committee  will  report  to  the  Secretary 
and  Congress  on  not  less  than  an  annual 
basis  on  the  operation  of  both  programs 
and  submit  a  final  report  by  January  1. 
1997. 

The  Advisory  Committee  will  meet  in 
Pullman.  Washington  on  September  18. 
1996.  from  9:30  a.m.  to  approximately 
5:00  p.m.  and  on  September  19.  firom 
8:30  a.m.  lo  approximately  2:00  p.m. 

Tbe  proposed  agenda  will  consist  of 
discussion  sessions  on  the  Advisory 
Committee’s  activities  pertaining  to  the 
upcoming  reauthorization  of  the  Higher 
Education  Act  and  all  Title  IV  programs 
including  the  delivery  system,  and  other 
legislative  proposals.  In  addition,  the 
Conunittee  will  discuss  activities 
planned  for  fiscal  year  1997.  Space  is 
limited  and  you  are  encouraged  to 
register  early  if  you  plan  to  attend.  To 
register,  please  fax  your  name,  title, 
affiliation,  complete  address  (including 
Internet  and  E-Mail — if  available), 
telephone  number,  and  fax  number  to 
the  Advisory  Committee  staff  office  at 
(202)  401-3467.  If  you  are  unable  to  fax,, 
please  mail  your  registration 
information  or  contact  the  Advisory 
Committee  staff  office  at  (202)  708- 
7439.  Also,  you  may  register  through 
Internet  at  ADV — COMSFA@ED.gov  or 
Tracy — ^Deanna — ^Jones@ED.gov.  The 
registration  deadline  is  Monday, 
September  9, 1996. 

Records  are  kept  of  all  Committee 
proceedings,  and  are  available  for  public 
inspection  at  the  Office  of  the  Advisory 
Conunittee  on  Student  Financial 
Assistance,  1280  Maryland  Avenue, 
S.W„  Suite  601,  Washington,  D.C.  ^m 
the  hoius  of  9:00  a.m.  to  5:30  p.m., 
weekdays,  except  Federal  holidays. 

Dated:  August  22, 1996. 

Dr.  Brian  K.  Fitzgerald, 

Staff  Director,  Advisory  Committee  on 
Student  Financial  Assistance. 

(FR  Doc.  96-21918  Filed  8-27-96;  8:45  ami 

BILUNQ  CODE  4000-41-M 


DEPARTMENT  OF  ENERGY 

Federal  Energy  Regulatory 
Commission 

pocket  No.  ER96-2251-000] 

Atmos  Energy  Services,  Inc.;  Notice  of 
Issuance  of  Order 

August  22, 1996. 

Atmos  Energy  Services,  Inc.  (Atmos 
Energy)  submitted  for  filing  a  rate 
schedule  under  which  Atmos  Energy 
will  engage  in  wholesale  electric  power 
and  energy  transactions  as  a  marketer. 
Atmos  Energy  also  requested  waiver  of 
various  Commission  regulations.  In 
particular,  Atmos  Energy  requested  that 
the  Commission  grant  blanket  approval 
under  18  CFR  Part  34  of  all  future 
issuances  of  securities  and  assumptions 
of  liability  by  Atmos  Energy. 

On  August  21, 1996,  pursuant  to 
delegated  authority,  the  Director, 
Division  of  Applications,  Office  of 
Electric  Power  Regulation,  granted 
requests  for  blanket  approval  imder  Part 
34,  subject  to  the  following: 

Within  thirty  days  of  the  date  of  the 
order,  any  person  desiring  to  be  heard 
or  to  protest,  the  blanket  approval  of 
issuances  of  securities  or  assumptions  of 
liability  by  Atmos  Energy  should  file  a 
motion  to  intervene  or  protest  with  the 
Federal  Energy  Regulatory  Commission, 
888  First  Street,  N.E.,  Washington.  D.C. 
20426,  in  accordance  with  Rules  211 
and  214  of  the  Commission’s  Rules  of 
Practice  and  Procedure  (18  CFR  385.211 
and  385.214). 

Absent  a  request  for  hearing  within 
this  period,  Atmos  Energy  is  authorized 
to  issue  securities  and  assume 
obligations  or  liabilities  as  a  guarantor, 
indorser,  surety,  or  otherwise  in  respect 
of  any  security  of  another  person; 
provided  that  such  issuance  or 
assumption  is  for  some  lawful  object 
within  the  corporate  purposes  of  the 
applicant,  and  compatible  with  the 
public  interest,  and  is  reasonably 
necessary  or  appropriate  for  such 
purposes. 

The  Commission  reserves  the  right  to 
require  a  further  showing  that  neiffier 
public  nor  private  interests  will  be 
adversely  affected  by  continued 
approval  of  Atmos  Energy’s  issuances  of 
securities  or  assumptions  of  liability. 

Notice  is  hereby  given  that  the 
deadline  for  filing  motions  to  intervene 
or  protests,  as  set  forth  above,  is 
September  20, 1996. 

Copies  of  the  full  text  of  the  order  are 
available  frtim  the  Commission’s  Public 
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Reference  Branch,  888  First  Street,  N.E. 
Washington.  D.C.  20426. 

Linwood  A.  Watson,  Jr., 

Acting  Secretary. 

[FR  Doc  96-21894  Filed  8-27-96;  8:45  am] 
BM.LINQ  CODE  S717-01-M 


Notice  of  Declaration  of  Intention 

August  22, 1996. 

Take  notice  that  the  following 
hydroelectric  application  has  bmn  filed 
with  the  Commission  and  is  available 
for  public  inspection; 

a.  Type  of  Application:  Declaration  of 
Intention. 

b.  Docket  No.:  DI96-1 1-000. 

c.  Date  Filed:  7/19196. 

d.  Applicant:  U.S.  Forest  Service 
(Ketchikan,  AK). 

e.  Name  of  Project:  Swan  Lake-Lake 
Tyee  Intertie. 

/.  Location:  Between  Swan  Lake 
hydroelectric  project  switchyard  (P- 
3015)  and  the  Lake  Tyee  hydroelectric 
project  switchyard  (P-2911),  Ketchikan 
and  Stikine  areas,  AK. 

g.  Filed  Pursuant  to:  Section  23(b)  of 
the  Federal  Power  Act,  16  U.S.C.  817(b). 

h.  Applicant  Contact:  Bill  Angelus, 

EIS  Coordinator,  Ketchikan  Ranger 
District,  Tongass  National  Forest,  3031 
Tongass  Avenue,  Ketchikan,  AK  99901, 
(907) 225-2148. 

i.  FERC  Contact:  Diane  M.  Murray, 
(202)  219-2682. 

j.  Comment  Date:  September  27, 1996. 

k.  Description  of  Project:  The 
proposed  transmission  line  would 
consist  of:  (1)  A  138  kV  electric 
transmission  line  that  would  intertie  the 
electrical  systems  of  Ketchikan  Public 
Utilities. 

When  a  Declaration  of  Intention  is 
filed  with  the  Federal  Energy  Regulatory 
Commission,  the  Federal  Power  Act 
requires  the  Commission  to  investigate 
and  determine  if  the  interests  of 
interstate  or  foreign  commerce  would  be 
afiected  by  the  project.  The  Commission 
also  determines  whether  or  not  the 
project:  (1)  Would  be  located  on  a 
navigable  waterway;  (2)  would  occupy 
or  affect  public  lands  or  reservations  of 
the  United  States;  (3)  would  utilize 
surplus  water  or  water  power  from  a 
government  dam;  or  (4)  if  applicable, 
has  involved  or  would  involve  any 
construction  subsequent  to  1935  that 
may  have  increased  or  would  increase 
the  project’s  head  or  generating 
capacity,  or  have  otherwise  significantly 
modified  the  project’s  pre-1935  design 
or  operation 

/.  Purpose  of  Project:  The  proposed 
transmission  line  would  allow  the  City 
of  Ketchikan  to  meet  its  energy  needs  by 
accessing  surplus  energy  at  the  Lake 
Tyee  project. 


m.  This  notice  also  consists  of  the 
following  standard  paragraphs:  B,  Cl, 
and  D2. 

B.  Comments,  Protests,  or  Motions  to 
Intervene — ^Anyone  may  submit 
comments,  a  protest,  or  a  motion  to 
intervene  in  accordance  with  the 
requirements  of  Rules  of  Practice  and 
Procedure,  18  CFR  385.210,  .211,  .214. 

In  determining  the  appropriate  action  to 
take,  the  Commission  will  consider  all 
protests  or  other  comments  filed,  but 
only  those  who  file  a  motion  to 
intervene  in  accordance  with  the 
Commission’s  Rules  may  become  a 
party  to  the  proceeding.  Any  comments, 
protests,  or  motions  to  intervene  must 
be  received  on  or  before  the  specified 
comment  date  for  the  particular 
application. 

Cl.  Filing  and  Service  of  Responsive 
Documents — Any  filings  must  bear  in 
all  capital  letters  and  title 
“COMMENTS”, 

“RECOMMENDATIONS  FOR  TERMS 
AND  CONDITIONS”,  “PROTEST”,  or 
“MOTION  TO  INTERVENE”,  as 
applicable,  and  the  Project  Number  of 
the  particular  application  to  which  the 
filing  refers.  Any  of  the  above-named 
documents  must  be  filed  by  providing 
the  original  and  the  number  of  copies 
provided  by  the  Commission’s 
regulations  to:  The  Secretary,  Federal 
Energy  Regulatory  Commission,  888 
First  Street,  NE.,  Washington,  cic  20426. 
A  copy  of  any  motion  to  intervene  must 
also  be  served  upon  each  representative 
of  the  Applicant  specified  in  the 
particular  application. 

D2.  Agency  Comments — Federal, 
state,  and  local  agencies  are  invited  to 
file  comments  on  the  described 
application.  A  copy  of  the  application 
may  be  obtained  by  agencies  directly 
firom  the  Applicant.  If  an  agency  does 
not  file  comments  within  the  time 
specified  for  filing  comments,  it  will  be 
presmned  to  have  no  comments.  One 
copy  of  an  agency’s  comments  must  also 
be  sent  to  the  Applicant’s 
representatives. 

Linwood  A.  Watson,  Jr., 

Acting  Secretary. 

(FR  Doc.  96-21895  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  STir-OI-M 


ENVIRONMENTAL  PROTECTION 
AGENCY 

[OPPTS-00196;  FRL-5394-4] 

National  Advisory  Committee  for  Acute 
Exposure  Guideline  Levels  for 
Hazardous  Substances  (NAC/AEGL) 

AGENCY:  Environmental  Protection 
Agency  (EPA). 


ACTION:  Notice  of  open  meeting  and 
chemicals  to  be  addressed. 


SUMMARY:  The  third  meeting  of  the 
National  Advisory  Committee  for  Acute 
Exposure  Guideline  Levels  for 
Hazardous  Substances  (NAC/AEGL)  will 
be  held  on  September  17-19, 1996,  in 
Washington,  DC.  At  this  meeting,  the 
committee  continue  deliberations  on 
various  aspects  of  the  acute  toxicology 
and  development  of  Acute  Exposure 
Guideline  Levels  (AEGLs)  for  the 
following  chemicals:  ammonia,  methyl 
mercaptan,  hydrogen  fluoride,  and 
cyanogen  chloride.  In  addition,  as  time 
permits,  the  committee  intends  to 
address  the  development  of  AEGLs  for 
the  following  chemicals:  hydrogen 
cycmide,  1,2-dichloroethylene,  arsine, 
diimethyldichlorosilane,  and  nitric  add. 

DATES:  The  second  meeting  of  the  NAC/ 
AEGL  will  be  held  from  10  a.m.  to  5 
p.m.  on  Tuesday,  September  17;  from 
8:45  a.m.  to  4:45  p.m.  on  September  18; 
and  from  9  a.m.  to  noon  on  September 
19. 1996. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Green  Room  on  the  third  floor  of  the 
Ariel  Rios  Building,  1200  Pennsylvania 
Avenue  NW.,  Washington  DC. 

FOR  FURTHER  INFORMATION  CONTACT:  Paul 
Tobin,  Office  of  Prevention,  Pesticides 
and  Toxic  Substances  (7406),  401  M  St., 
SW.,  Washington.  DC  20460,  (202)  260- 
1736,  e-mail: 

tobin.paul@epamail.epa.gov. 

SUPPLEMENTARY  INFORMATION:  The 
meeting  of  the  NAC/AEGL  will  be  open 
to  the  public.  Oral  statements  will  be 
limited  to  ten  minutes.  Since  space  is 
limitied,  those  wishing  to  attend  as 
observers  should  contact  the  NAC/ 
AEGL  Designated  Federal  Officer  (DFO). 
Inquiries  regarding  the  submission  of 
written  statements  or  chemical  specific 
information  should  also  be  directed  to 
the  DFO. 

Chemicals  to  be  addressed  at  this 
meeting  of, the  NAC/AEGL  include 
ammonia,  methyl  mercaptan,  hydrogen 
fluoride,  cyanogen  chloride,  hydrogen 
cyanide,  1,2-dichloroethylene,  arsine, 
dimethyldichlorosilane,  and  nitric  add. 
For  available  information,  questions,  or 
to  submit  information  on  these 
chemicals,  contact  Dr.  Paul  S.  Tobin, 
DFO  (see  FOR  FURTHER 
INFORMATION  CONTACT). 

List  of  Subjects 

Environmental  protection. 
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Dated;  August  23, 1996. 

William  H.  Sanders  m. 

Director,  Office  Pollution  Prevention  and 
Toxics. 

[FR  Doc.  96-21953  Filed  8-27-96;  8:45  am) 
8ILUNQ  CODE  6660-50-F 


[FRL-6601-3] 

Benchmark  Dose  Peer  Consultation 
Workshop 

AGENCY:  U.S.  Environmental  Protection 
Agency. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  EPA’s  Risk  Assessment 
Forum  is  organizing  a  workshop  on  the 
use  of  the  Benchmark  Dose  approach  in 
cancer  and  noncancer  risk  assessments. 

A  panel  consisting  of  experts  will 
discuss  general  principles  related  to  the 
application  of  the  Benchmark  Dose 
approach  as  discussed  in  the  EPA  draft 
report  Benchmark  Dose  Technical 
Guidance  Document  (EPA/600/P-96/ 
002A).  This  draft  guidance  document  is 
currently  tmder  development,  hut  is 
being  made  available  at  this  stage  for  a 
peer  consultation  workshop.  Several 
experts  in  the  areas  of  toxicology, 
statistics,  and  mathematical  modeling 
have  been  asked  to  review  the  document 
and  provide  input  at  this  early  stage  of 
development  on  several  issues  for 
which  there  is  ongoing  discussion 
within  the  Agency.  The  workshop  will 
be  open  to  members  of  the  public  as 
observers. 

DATES:  The  meeting  will  begin  on 
Tuesday,  September  10, 1996,  at  8:00 
a.m.  and  end  on  Wednesday,  September 

11. 1996,  at  3:00  p.m. 

ADDRESSES:  The  meeting  will  be  held  at 
the  Holiday  Inn  Bethesda,  8120 
Wisconsin  Avenue,  Eastern  Research 
Group,  Inc.,  an  EPA  contractor,  is 
providing  logistical  support  for  the 
workshop.  To  attend  the  workshop  as  an 
observer,  contact  Eastern  Research 
Group,  Inc.,  Tel:  (617)  674-7474  by 
September  2, 1996.  Space  is  limited  so 
please  register  early. 

FOR  FURTHER  INFORMATION  CONTACT: 

For  further  information  concerning  the 
workshop,  please  contact  Dr.  Carole 
Kimmel,  U.S.  EPA,  Office  of  Research 
and  Development,  401  M  Street,  S.W., 
Washington,  D.C.,  Telephone  (202)  260- 
7331.  To  obtain  a  copy  of  the  document, 
contact  ORD  Publications,  Technology 
Transfer  and  Support  Division,  National 
Risk  Management  Laboratory, 
Cincinnati,  OH;  telephone  513-569- 
7562;  fax:  513-569-7566.  The  document 
should  be  available  on  or  about  August 

20. 1996. 


SUPPLEMENTARY  INFORMATION:  The  US 
EPA  conducts  risk  assessments  for  an 
array  of  non-cancer  health  effects  as 
well  as  for  cancer.  Historically,  dose- 
response  analysis  has  been  done  very 
differently,  but  with  the  recent 
publication  of  EPA’s  Proposed  Guidance 
for  Carcinogen  Risk  Assessment  (61  FR 
17960-18011),  the  dichotomy  between 
quantitative  approaches  for  cancer  and 
noncancer  risks  will  begin  to 
breakdown.  The  EPA  is  exploring  the 
use  of  the  Benchmark  Dose  approach  as 
a  way  of  modeling  effects  data  in  the 
observable  range  and  determining  the 
point  of  departure  that  can  be  used  as 
the  basis  for  linear  low-dose 
extrapolation,  calculation  of  a  margin  of 
exposure  (MOE),  or  application  of 
uncertainty  factors  for  calculating  oral 
reference  doses  (RfDs),  inhalation 
reference  concentrations  (RfCs),  or  other 
exposure  estimates  for  human  health 
risk  assessment. 

Issues  to  be  discussed  at  the 
workshop  include:  the  appropriate 
selection  of  studies  and  responses  for 
benchmark  dose  analysis,  use  of 
biological  significance  or  limit  of 
detection  for  selection  of  the  benchmark 
response,  model  selection  and  fitting, 
use  of  the  lower  confidence  limit,  and 
the  default  decision  approach  proposed 
in  the  document. 

Dated:  August  16, 1996. 

Joseph  Alexander, 

Acting  Assistant  Administrator  for  Research 
and  Development. 

[FR  Doc.  96-21943  Filed  8-27-96;  8:45  am] 
BH.UNG  CODE  SSSO-SO-M 


[FRL-5602-2] 

Revised  Hours  for  Public  Access  to  the 
Headquarters  Library  and  INFOTERRA 

AGENCY:  U.S.  Environmental  Protection 
Agency. 

SUMMARY:  Notice  is  hereby  given  that 
begiiming  September  3, 1996,  the 
Headquarters  Library  and  INFOTERRA 
will  be  open  to  the  public  from  8:00 
a.m.  to  5  p.m.  This  constitutes  an 
expansion  in  hours. 

FOR  FURTHER  INFORMATION  CONTACT: 

Irvin  Weiss,  Library  Manager  at  202- 
260-9388  or  Emma  McNamara, 
INFOTERRA  Manager  at  202-260-1522. 

Dated:  August  23, 1996. 

Irvin  Weiss, 

Library  Manager. 

[FR  Doc.  96-21947  Filed  8-27-96;  8:45  am] 

BILUNQ  CODE  65e0-60-M 


IOPP-00445;  FRL-S390-7] 

Testing  Guidelines;  Notice  of 
Availability 

agency:  Environmental  Protection 
Agency  (EPA). 

ACTION:  Notice  of  availability. 

SUMMARY:  EPA  has  established  a  unified 
library  for  Test  Guidelines  issued  by  the 
Office  of  Prevention,  Pesticides  and 
Toxic  Substances  (OPPTS),  and  is 
announcing  the  availability  of  final 
testing  guidelines  for  the  following  two 
series:  ^ries  830-Product  Properties 
Test  Guidelines  and  Series  860-Residue 
Chemistry  Test  Guidelines.  Guidelines 
in  these  series  were  peer  reviewed  on 
September  27, 1995,  by  the  Scientific 
Advisory  Panel  (SAP)  and  have  been 
revised  in  response  to  SAP  and  public 
comments.  This  notice  also  describes 
the  unified  library  of  OPPTS  Test 
Guidelines.  The  Agency  issues  Federal 
Register  notices  periodically  as  new  test 
guidelines  are  added  to  the  OPPTS 
imified  library. 

ADDRESSES:  The  guidelines  are  available 
from  the  U.S.  Government  Printing 
Office,  Washington,  DC  20402  on  The 
Federal  Bulletin  Board.  By  modem  dial 
(202)  512-1387,  telnet  and  ftp: 
fedbbs.access.gpo.gov  (IP 
162.140.64.19),  internet:  http:// 
fedbbs.access.gpo.gov,  or  call  (202)  512- 
1532  for  disks  or  paper  copies.  The 
guidelines  are  also  available 
electronically  in  ASCII  and  PDF 
(portable  document  format)  from  the 
l^A  Public  Access  Gopher 
(gopher.epa.gov)  under  the  heading 
“Environmental  Test  Methods  and 
Guidelines.” 

FOR  FURTHER  INFORMATION  CONTACT:  For 
general  information:  By  mail: 

Toxic  Substances  Control  Act  (TSCA) 
information:  Contact  the  TSCA  Hotline 
at:  TAIS/7408,  Environmental 
Protection  Agency,  401  M  St.,  SW., 
Washington,  DC  20460.  Telephone 
number:  (202)  554-1404;  fax  (202)  554- 
5603,  e-mail:  tsca-  \ 
hotline@epamail.epa.gov. 

Federal  Insecticide,  Fimgicide,  and 
Rodenticide  Act  (FIFRA)  information: 
Contact  the  Communications  Branch 
(7506C),  Field  Operations  Division, 
Office  of  Pesticide  Programs, 
Environmental  Protection  Agency,  401 
M  St.,  SW.,  Washington,  DC  20460. 
Telephone  number:  (703)  305-5017;  fax 
is  (703)  305-5558. 

For  technical  questions  on  series  830: 
Robert  Boethling,  (202)  260-3912,  e- 
mail:  boethling.ro^rt^pamail.epa.gov 
or  Francis  Griffith,  (703)  305-5826,  e- 
mail:  griffith.francis@epamail.epa.gov. 

For  technical  questions  on  series  860: 
Randolph  Perfetti,  (703)  305-5381,  e- 
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mail:  perfetti.randolph@epamail.epa.gov 
or  Richard  Loranger,  (703)  305-6912,  e- 
mail:  loranger.ridhard@epamail.epa.gov. 

SUPPLEMENTARY  INFORMATION: 

I.  EPA’s  Process  for  Developing  a 
Unified  Library  of  Test  Guidelines 

EPA’s  Office  of  Prevention,  Pesticides 
and  Toxic  Substances  (OPPTS)  has  been 
engaged  in  a  multi-year  project  to 
harmonize  and/or  update  test  guidelines 
among  the  Office  of  Pesticide  Programs 
(OPP),  the  Office  of  Pollution 
Prevention  and  Toxics  (OPPT),  and  the 
Organization  for  Economic  Cooperation 
and  Development  (OECD).  The  goals  of 
the  project  include  the  formulation  of 
harmonized  OPP  and  OPPT  guidelines 
for  those  in  common  between  the  two 
programs,  the  harmonization  of  OPPT 
and/or  OPP  guidelines  with  those  of  the 
OECD,  as  well  as  the  updating  of  any 
guidelines  unique  to  OPP  or  OPPT 
programs. 

Testing  guidelines  that  are  changed 
substantively  in  the  harmonization 
process  or  through  other  updating/ 
amending  activities,  or  which  are  new 
(e.g.,  for  a  previously  imaddressed 
testing  endpoint)  will  be  made  available 
for  public  comment  by  notice  in  the 
Federal  Register.  Additionally,  EPA 
submits  substantively  revised  and  new 
test  guidelines  to  peer  review  by  expert 
scientific  panels.  Guidelines  which  are 
reformatted  but  not  changed  in  any 
substantive  way  are  not  made  available 
for  public  comment  or  submitted  to  peer 
review. 

All  final  guidelines  will  be  made 
available  through  the  GPO  Electronic 
Bulletin  Board  and  the  Internet  on  the 
EPA  Public  Access  Gopher  as  a  unified 
library  of  OPPTS  Test  Guidelines  for  use 
by  either  EPA  program  office.  Printed 
versions  of  the  unified  library  of  OPPTS 
test  guidelines  will  also  be  available  to 
the  public  through  the  GPO.  For 
purposes  of  this  Federal  Register  notice, 
“publication”  of  the  imified  library  of 
guidelines  generally  describes  the 
availability  of  these  final  guidelines 
through  the  GPO  and  Internet.  Because 
harmonization  and  updating  is  an 
ongoing  task  that  will  periodically  result 
in  modified  guidelines,  some  guidelines 
being  made  available  via  GPO  and 
Internet  will  be  revised  in  the  future. 
These  efforts  will  ensure  that  industry  is 
provided  with  testing  guidelines  that  are 
oirrent. 

The  test  guidelines  appearing  in  the 
unified  library  will  be  given  numerical 
designations  that  are.  different  from  the 
designations  provided  at  40  CFR  parts 
158,  795,  796,  797,  798,  and  799.  OFPTS 
test  guidelines  will  be  published  in  10 
disciplinary  series  as  follows: 


Series  810-Product  Performance  Test 
Guidelines 

Series  830-Product  Properties  Test 
Guidelines 

Series  835-Fate,  Transport  and 
Transformation  Test  Guidelines 

Series  840-Spray  Drift  Test 
Guidelines 

Series  850-Ecological  Effects  Test 
Guidelines 

Series  860-Residue  Chemistry  Test 
Guidelines 

Series  870-Health  Effects  Test 
Guidelines 

Series  875-Occupational  and 
Residential  Exposure  Test  Guidelines 
Series  880-Biochemicals  Test 
Guidelines 

Series  885-Microbial  Pesticide  Test 
Guidelines 

The  Agency  issues  Federal  Register 
notices  periodically  announcing  any 
new  test  guidelines  added  to  the  OPPTS 
unified  library.  As  each  set  of  guidelines 
is  published,  it  will  be  accompanied  by 
a  Master  List  which  cross  references  the 
new  OPPTS  guideline  numbers  to  the 
original  OPP  and  OPPT  numbers. 

n.  OPP  and  OPPT  Procedures 
Currently,  OPP  makes  its  test 
guidelines  available  through  the 
National  Technical  Information  Service 
(NTIS)  as  a  series  of  twelve 
subdivisions.  Explicit  test  requirements 
for  pesticide  registration  are  set  out  in 
40  CFR  part  158  which  refers  to  specific 
guidelines  by  guideline  number.  EPA 
recommends  that  the  test  guidelines 
available  through  GPO  and  Internet  be 
consulted  instead  of  those  test 
guidelines  that  were  published  through 
NTIS.  Once  final  guidelines  are 
available  through  GPO  and  Internet 
earlier  guidelines  will  be  removed  from 
NTIS.  Studies  initiated  45  days  or  more 
after  final  publication  should  be 
performed  in  accordance  with  the 
revised  guidelines.  As  test  guidelines 
are  published,  the  Agency  will  inform 
industry  and  the  general  public  by 
means  of  Pesticide  Registration  (PR) 
Notices  as  well  as  Federal  Register 
Notices.  In  addition,  Data  Call  In  letters 
to  pesticide  registrants  will  carry  a  dual 
niunbering  system  for  test  guidelines 
until  all  test  guidelines  have  been 
published.  Part  158,  which  is  currently 
being  revised,  will  also  carry  a  dual 
numbering  system  for  test  guidelines 
when  it  is  proposed  and  finalized  in  the 
Federal  Register. 

In  contrast,  OPPT  has  been  publishing 
its  test  guidelines  in  the  Code  of  Federal 
Regulations  (CFR)  in  40  CFR  parts  795 
through  798  and  are  referenced  on  a 


chemical-specific  basis  in  its  TSCA 
section  4  test  rules  in  40  CFR  part  799. 
Although  OPPT  is  currently  evaluating 
whether  to  continue  to  publish  its  test 
guidelines  in  the  CFR,  OPPT  test 
guidelines  and  modifications  to  those 
test  guidelines  that  have  been 
incorporated  by  an  existing  test  rule  will 
be  retained  in  the  CFR  until  OPPT 
announces  that  it  will  no  longer  publish 
its  test  guidelines  in  the  CFR.  Therefore, 
to  the  extent  that  a  manufactvu^r  or 
processor  became  subject  to  a  test  rule 
prior  to  the  adoption  of  a  harmonized 
test  guideline,  that  test  rule  still  requires 
compliance  with  the  test  guideline  that 
was  referenced  by  the  test  rule  and 
published' in  the  CFR.  However,  if  the 
manufacturer  or  processor  subject  to  the 
test  rule  is  interested  in  seeking  a 
modification  to  the  requirement  to 
comply  with  the  test  guideline  that 
appears  in  the  CFR,  and  which  is 
incorporated  by  reference  in  that  test 
rule,  EPA  encourages  that  manufacturer 
or  processor  to  consult  the  modification 
procedures  outlined  in  40  CFR  part  790. 
EPA  has  removed,  and  will  continue  to 
remove  from  the  CFR  those  test 
guidelines  that  are  no  longer 
incorporated  by  reference  in  an  existing 
and  applicable  test  rule. 

III.  Peer  Review  of  Test  Guidelines 

The  Agency  has  updated  and 
harmonized  test  guidelines  for  Product 
Properties  (830  series)  and  Residue 
Chemistry  (series  860)  and  submitted 
the  revisions  to  these  series  to  peer 
review  by  the  FIFRA  Scientific  Advisory 
Panel  (SAP)  on  September  27, 1995. 

EPA  also  made  these  revised  guidelines 
available  to  the  public  for  comment 
through  the  EPA  docket.  Guidelines  in 
these  series  have  been  revised  in 
response  to  peer  review  and  public 
comment.  In  the  830  series,  a 
comprehensive  background  guideline 
(OP^S  830.1000)  was  added  to  provide 
general  guidance  on  test  methods  and 
data  reporting  and  an  overview  of  the 
use  of  ^is  series  of  test  guidelines  for 
pesticides.  Additional  standard  test 
methods  as  suggested  by  SAP  and 
public  comment  were  added  to 
individual  test  guidelines.  For  the  860 
series,  the  Agency  responded  to  SAP 
comments  by  revising  the  appropriate 
guidelines.  The  table  “Raw  Agricultural 
and  Processed  Commodities  and 
Livestock  Feeds  Derived  from  Field 
Crops”  in  OPPTS  guideline  860.1000 
was  also  revised  as  a  result  of 
workshops  held  during  the  revision 
process.  These  workshops  involved 
experts  from  academia,  government,  and 
the  pesticide  and  livest(^  production 
industries,  thus  ensuring  that  the  table 
is  the  end  product  of  extensive  peer 
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involvement.  Additional  comments 
received  from  the  public  were  mainly 
editorial  in  natiue  and  the  guidelines 
were  revised  as  appropriate.  Copies  of 
the  Agency’s  comment/response 
documentation  are  available  through  the 
Public  Response  and  Program  Resources 
Branch  and  also  on  the  EPA  Public 
Access  Gopher.  See  “ADDRESSES”  at 
the  beginning  of  this  notice  for  the 
mailing  address,  telephone  number,  or 
public  access  gopher  address. 

The  Agency  has  also  updated  and 
harmonized  test  guidelines,  for  Health 
Effects  (series  870).  These  guidelines 
were  made  available  for  public 
comment  in  Jime  1996  (61  FR  31522, 


June  20, 1996)  (FRL-5367-7)  and  will 
be  peer  reviewed  in  October  1996. 
Harmonized  draft  test  guidelines  for 
OPPTS  in  Ecological  Efrects  (series  850) 
and  OPPT  guidelines  in  Fate,  Transport 
and  Transformation  (series  835)  were 
peer  reviewed  at  a  SAP  meeting  on  May 
29-30, 1996  (61  FR  16486,  April  15, 
1996)  (FRL-5363— 1).  Final  testing 
guidelines  for  the  following  three  series: 
Occupational  and  Residential  Exposure 
(series  875),  Biochemicals  (series  880), 
and  Microbial  Pesticides  (series  885) 
were  made  available  in  March  1996  (61 
FR  8279,  March  4, 1996)  (FRL-4990-3). 

EPA  is  also  announcing  that  later  in 
1996,  it  intends  to  make  available 


through  GPO  and  the  Internet  the  Spray 
Drift  test  guidelines  (series  840)  without 
any  substantive  changes.  In  addition, 
the  revised  test  guidelines  for  Fate, 
Transport,  and  Transformation  for 
application  to  pesticides  (series  835) 
and  Product  Performance  (series  810) 
will  be  made  available  for  public 
comment  during  1996. 

IV.  Notice  of  Availability  of  Final  Test 
Guidelines 

This  notice  announces  the  availability 
of  final  test  guidelines  in  the  830  and 
860  series.  Tlie  following  is  the  list  of 
guidelines  being  made  available  at  this 
time. 


Series  830 — Product  Properties  Test  Guidelines 


OPPTS 

Number 

Existing  Numbers  | 

EPA  Pub. 
no. 

Name 

1 

OTS 

OPP 

OECD 

712-C- 

830.1000 

Background  for  product  properties  test  guioetines 

Group  A — Product  Identity,  Composition,  and  Analysis  Test  Guidelines. 

none 

none 

none 

96-310 

830.1550 

Product  identity  and  composition 

none 

158.155 

none 

96-006 

830.1600 

Description  of  materials  u^  to  produce  the  product 

none 

158.160 

none 

96-007 

830.1620 

Description  of  production  process 

none 

158.162 

none 

96-008 

830.1650 

Description  of  formulation  process 

none 

158.165 

none 

96-009 

830.1670 

Discussion  of  formation  of  impurities 

none 

158.167 

none 

96-010 

830.1700 

Preliminary  analysis 

norre 

158.170 

none 

96-011 

830.1750 

Certified  limits 

none 

158.175 

none 

96-012 

830.1800 

Enforcement  analytical  method 

norre 

158.180 

none 

96-013 

830.1900 

Submittal  of  samples 

Group  B — Physical/Chemical  Properties  Test  Guidelines. 

none 

64-1 

none 

96-015 

830.6302 

Color 

none 

63-2 

none 

96-019 

830.6303 

Physical  state 

rrone 

63-3 

none 

96-020 

830.6304 

Odor 

none 

6»-4 

none 

96-021 

830.6313 

Stability  to  rxHmal  arxf  elevated  temperatures,  metals,  arxl  metal  ions 

none 

63-13 

rx)ne 

96-022 

830.6314 

Oxidation/reduction:  chemical  incompatabiity 

none 

63-14 

none 

96-023 

830.6315 

Flammability 

none 

63-15 

none 

96-024 

830.6316 

Explodability 

none 

63-16 

none 

96-025 

830.6317 

Storage  stability 

none 

63-17 

none 

96-026 

830.6319 

Miscibility 

none 

63-19 

none 

96-027 

630.6320 

Corrosion  characteristics 

none 

63-20 

none 

96-028 

830.6321 

Dielectric  breakdown  voltage 

none 

63-21 

rx)ne 

96-029 

830.7000 

pH 

796.1450 

63-12 

none 

96-030 

830.7050 

UV/Visible  absorption 

796.1050 

none 

101 

96-031 

830.7100 

Viscosity 

none 

63-18 

114 

96-032 

830.7200 

Melting  point/melting  range 

796.1300 

63-5 

102 

96-033 

830.7220 

Boiling  point/boiling  range 

796.1220 

63-6 

103 

96-034 

830.7300 

Derrsity/relative  dens'ity/bulk  density 

796.1150 

63-7 

109 

96-035 

830.7370 

Dissociation  constants  in  water 

796.1370 

63-10 

112 

96-036 

830.7520 

Particle  size,  fiber  length,  emd  diameter  distribution 

796.1520 

none 

110 

96-037 

830.7550 

Partition  coefficient  (n-octanol/water),  shake  flask  method 

796.1550 

63-11 

107 

96-038 

830.7560 

Peutition  coefficient  (n-octand/water),  generator  column  method 

796.1720 

63-11 

none 

96-039 

830.7570 

Partition  coefficient  (r>octarK>l/water),  estimation  by  liquid  chromatography 

796.1570 

6^11 

117 

96-040 

830.7840 

Water  solubility:  Column  elution  method;  shake  flask  method 

796.1840 

63-8 

105 

96-041 

830.7860 

Water  solubility,  generator  column  method 

796.1J360 

63-8 

none 

96-042 

830.7950 

Vapor  pressure 

796.1950 

63-9 

104 

96-043 
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Series  860— Residue  Chemistry  Test  Guidelines 


OPPTS 

Number 

Name 

Existing  Numbsrs 

EPAPub. 

na 

pTS 

OPP 

OECD 

712-C- 

860.1000 

Background 

none 

170-1 

norm 

9&-169 

860.1100 

Chemical  identity 

none 

171-2 

norm 

95-170 

860.1200 

Directions  for  use 

none 

171-3 

norm 

95-171 

860.1300 

Nature  of  the  residue— plants,  livestock 

none 

171- 

4a,b 

norm 

95-172 

860.1340 

Residue  analytical  method 

none 

171- 

4c,d 

norm 

95-174 

860.1360 

Multiresidue  method 

none 

171-4m 

norm 

95-176 

860.1380 

Storage  stability  data 

none 

171-4e 

norm 

95-177 

860.1400 

Water,  fish,  and  irrigated  crops 

none 

171- 

4f,g,h. 

165-6 

none 

95-178 

860.1460 

Food  handing 

none 

171-4i 

norm 

95-181 

860.1480 

Meat/miH(/pouttry/eggs 

none 

171-4J 

none 

95-182 

860.1500 

Crop  field  trials 

norm 

171-4k 

norm 

95-183 

860.1520 

Processed  food/feed 

none 

171-41 

rmrm 

95-184 

860.1550 

Proposed  tolerances 

none 

171-6 

norm 

95-186 

860.1560 

Reasonable  grouKis  in  support  of  the  petition 

none 

171-7 

norm 

95-187 

860.1650 

Submittal  of  analytical  refererx»  standards 

norm 

171-13 

none 

95-018 

860.1850 

Confined  accurrxilation  in  rotational  crops 

norm 

165-1 

none 

95-188 

860.1900 

Field  accumulation  in  rotational  crops 

none 

165-2 

norm 

95-189 

List  of  Subjects 

Environmental  protection.  Test 
guidelines. 

Dated:  August  21, 1996. 

L]niii  R.  Goldman, 

Assistant  Administrator  for  Prevention, 
Pesticides  and  Toxic  Substances. 

[FR  Doc.  96-21822  Filed  8-27-e6;  8:45  am] 
BILUNQ  CODE  MW-60-F 


FEDERAL  COMMUNICATIONS 
COMMISSION 

Public  Safety  Wireless  Advisory 
Committee;  Steering  Committee 
Meeting 

agencies:  The  National 
Telecommunications  and  Information 
Administration  (NTIA),  Larry  Irving, 
Assistant  Secretary  for  Communications 
and  Information,  and  the  Federal 
Communications  Commission  (FCC), 
Reed  E.  Htmdt,  Chairman. 

ACTION:  Notice  of  the  next  meeting  of  the 
Steering  Committee. 

SUMMARY:  In  accordance  with  the 
Federal  Advisory  Committee  Act.  Public 
Law  92-463,  as  amended,  this  notice 
advises  interested  persons  of  the  next 
meeting  of  the  Steering  Committee  of 
the  Public  Safety  Wireless  Advisory 
Committee.  The  NTIA  and  the  FCC 
established  a  Public  Safety  Wireless 
Advisory  Committee,  Subcommittees, 


and  Steering  Committee  to  prepare  a 
final  report  to  advise  the  NTIA  and  the 
FCC  on  operational,  technical  and 
spectrum  requirements  of  Federal,  state 
and  local  Public  Safety  entities  through 
the  year  2010.  All  interested  parties  are 
invited  to  attend  and  to  participate  in 
the  Steering  Conunittee  meeting. 

DATES:  September  16, 1996  (Monday). 
ADDRESSES:  Department  of  Commerce, 
Herbert  Hoover  Briilding — ^Auditorirun 
14th  and  Constitution  Avenue,  N.W. 
Washington,  D.C.  20230. 

FOR  INFORMATION  CONTACT:  Deborah 
Behlin  at  202-418-0650  (phone),  202- 
418-2643  (fax),  or  dbehlin@fcc.gov 
(email).  Information  is  also  available 
from  the  Internet  at  the  Public  Safety 
Wireless  Advisory  Committee  homepage 
(http://pswac.ntia.doc.gov). 
SUPPLEMENTARY  INFORMATION:  The 
Steering  Committee  of  the  Public  Safety 
Wireless  Advisory  Committee  will  hold 
its  next  meeting  as  follows: 

September  16, 1996:  The  Steering 
Committee  will  meet  starting  at  2:00 
p.m. 

The  tentative  agenda  for  the  Steering 
Committee  meeting  is  as  follows: 

1.  Welcoming  Remarks 

2.  Approval  of  Agenda 

3.  Administrative  Matters 

4.  Discussion  of  Final  Report 

5.  Other  Business 

6.  Closing  Remarks 

It  is  expected  that  this  will  be  the 
final  meeting  of  the  Public  Safety 
Wireless  Advisory  Conunittee. 


The  Co-Designated  Federal  Officials 
of  the  Public  ^ety  Wireless  Advisory 
Committee  are  William  Donald 
Speights,  NTIA,  and  John  J.  Borkowski, 
FCC.  For  public  inspection,  a  file 
designated  WTB-1  is  maintained  in  the 
Private  Wireless  Division  of  the 
Wireless  Telecommunications  Biueau, 
Federal  Communications  Commission, 
Room  801D,  2025  M  Street.  N.W., 
Washington,  D.C.  20554. 

Federal  Conununications  Commission. 
Robert  H.  McNamara, 

Chief,  Private  Wireless  Division,  Wireless 
Telecommunications  Bureau. 

[FR  Doc.  96-22002  Filed  8-27-96;  8:45  am] 
BiUJNQ  CODE  a712-01-P 


FEDERAL  RESERVE  SYSTEM 

Change  in  Bank  Control  Notices; 
Acquisitions  of  Shares  of  Banks  or 
Bank  Holding  Companies 

The  notificants  listed  below  have 
applied  imder  the  Change  in  Bank 
Control  Act  (12  U.S.C.  1817(i))  and  § 
225.41  of  the  Board’s  Regulation  Y  (12 
CFR  225.41)  to  acquire  a  bank  or  bank 
holding  company.  The  factors  that  are 
considered  in  acting  on  the  notices  are 
set  forth  in  paragraph  7  of  the  Act  (12 
U.S.C  1817(j)(7)). 
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The  notices  are  available  for 
immediate  insptection  at  the  Federal 
Reserve  Bank  indicated.  Once  the 
notices  have  been  accepted  for 
processing,  they  will  also  be  available 
for  inspection  at  the  offices  of  the  Board 
of  Governors.  Interested  persons  may 
express  their  views  in  writing  to  the 
Reserve  Bank  indicated  for  that  notice 
or  to  the  offices  of  the  Board  of 
Governors.  Comments  mtist  be  received 
not  later  than  September  11, 1996. 

A.  Federal  Reserve  Bank  of  Dallas 
(Genie  D.  Short,  Vice  President)  2200 
North  Pearl  Street,  Dallas,  Texas  75201- 
2272: 

1.  Jack  Brandenburger,  Flower 
Mound,  Texas;  to  acquire  14.31  percent; 
William  H.  Ellis,  Flower  Moimd,  Texas, 
to  acquire  14.31  percent;  Charles  R. 
Fellers,  Argyle,  Texas,  to  acquire  14.31 
percent;  Johimy  Glyn  Gilliam,  Graham, 
Texas,  to  acquire  7.95  percent;  David  D. 
Hickerson,  Copper  Canyon,  Texas,  to 
acquire  14.31  percent;  and  Frank  R. 
Scheer,  Flower  Mound,  Texas,  to 
acquire  14.31  percent  of  the  voting 
shares  of  First  Bryson  Bancorporation, 
Inc.,  Bryson,  Texas,  and  thereby 
indirectly  acquire  Bryson  Bancshares, 
Inc.,  Bryson,  Texas,  and  The  First  State 
Bank  of  Bryson,  Bryson,  Texas. 

Board  of  Governors  of  the  Federal  Reserve 
System,  August  22, 1996. 

Jennifer  J.  Johnson, 

Deputy  Secretary  of  the  Board. 

[FR  Doc.  96-21911  Filed  8-27-96;  8:45  am] 
BtLUNU  CODE  621(M>1-f 


Formations  of,  Acquisitions  by,  and 
Mergers  of  Bank  Hoiding  Companies 

The  companies  listed  in  this  notice 
have  applied  to  the  Board  for  approval, 
pursuant  to  the  Bank  Holding  Company 
Act  of  1956  (12  U.S.C.  1841  et  seq.) 

(BHC  Act),  Regulation  Y  (12  CFR  Part 
225),  and  all  other  applicable  statutes 
and  regulations  to  b^ome  a  bank 
holding  company  and/or  to  acquire  the 
assets  or  the  ownership  of,  control  of,  or 
the  power  to  vote  shares  of  a  bank  or. 
bank  holding  company  and  all  of  the 
banks  and  nonbanking  companies 
owned  by  the  bank  holding  company, 
including  the  companies  listed  below. 

The  applications  listed  below,  as  well 
as  other  related  filings  required  by  the 
Board,  are  available  for  immediate 
inspection  at  the  Federal  Reserve  Bank 
indicated.  Once  the  application  has 
been  accepted  for  processing,  it  will  also 
be  available  for  inspection  at  the  offices 
of  the  Board  of  Governors.  Interested 
persons  may  express  their  view  s  in 
writing  on  the  standards  emunerated  in 
the  BHC  Act  (12  U.S.C.  1842(c)).  If  the 
proposal  also  involves  the  acquisition  of 


a  nonbanking  company,  the  review  also 
includes  whether  ffie  acquisition  of  the 
nonbanking  company  complies  with  the 
standards  in  section  4  of  the  BHC  Act, 
including  whether  the  acquisition  of  the 
nonbanking  company  can  “reasonably 
be  expected  to  produce  benefits  to  the 
public,  such  as  greater  convenience, 
increased  competition,  or  gains  in 
efficiency,  that  outweigh  possible 
adverse  effects,  such  as  imdue 
concentration  of  resources,  decreased  or 
unfair  competition,  conflicts  of 
interests,  or  unsound  banking  practices” 
(12  U.S.C.  1843).  Any  request  for  a 
hearing  must  be  accompanied  by  a 
statement  of  the  reasons  a  written 
presentation  would  not  suffice  in  lieu  of 
a  hearing,  identifying  specifically  any 
questions  of  fact  that  are  in  dispute, 
summarizing  the  evidence  that  would 
be  presented  at  a  hearing,  and  indicating 
how  the  party  commenting  would  be 
aggrieved  by  approval  of  the  proposal. 
Unless  otherwise  noted,  nonbanldng 
activities  will  be  conducted  throughout 
the  United  States. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  at  the  Reserve  Bank 
indicated  or  the  offices  of  the  Board  of 
Governors  not  later  than  September  20, 
1996. 

A.  Federal  Reserve  Bank  of  Atlanta 
(Zane  R.  Kelley,  Vice  President)  104 
Marietta  Street,  N.W.,  Atlanta,  Georgia 
30303: 

1.  Robertson  Holding  Company,  L.P., 
Speedwell,  Tennessee;  to  become  a  bank 
holding  company  by  acquiring  52.68 . 
percent  of  the  voting  shares  of 
Commercial  BancGroup,  Inc.,  Harrogate, 
Tennessee,  and  thereby  indirectly 
acquire  Commercial  Bank,  Harrogate, 
Tennessee. 

Board  of  Governors  of  the  Federal  Reserve 
System,  August  22, 1996. 

Jennifer  J.  Johnson 

Deputy  Secretary  of  the  Board 

(FR  Doc.  96-21912  Filed  8-27-96;  8:45  am] 

BILUNQ  COOK 


Formations  of,  Acquisitions  by,  and 
Mergers  of  Bank  Hoiding  Companies 

The  companies  listed  in  this  notice 
have  applied  to  the  Board  for  approval, 
pursuant  to  the  Bank  Holding  Company 
Act  of  1956  (12  U.S.C.  1841  et  seq.) 
(BHC  Act),  Regulation  Y  (12  CFR  Part 
225),  and  all  other  applicable  statutes 
and  regulations  to  become  a  bank 
holding  company  and/or  to  acquire  the 
assets  or  the  ownership  of,  control  of,  or 
the  power  to  vote  shares  of  a  bank  or 
bank  holding  compemy  and  all  of  the 
banks  and  nonbanking  companies 


owned  by  the  bank  holding  company, 
including  the  companies  listed  below. 

The  applications  listed  below,  as  well 
as  other  related  filings  required  by  the 
Board,  are  available  for  immediate 
inspection  at  the  Federal  Reserve  Bank 
indicated.  Once  the  application  has 
been  accepted  for  processing,  it  will  also 
be  available  for  inspection  at  the  offices 
of  the  Board  of  Governors.  Interested 
persons  may  express  their  views  in 
writing  on  ffie  standards  enumerated  in 
the  BHC  Act  (12  U.S.C.  1842(c)).  If  the 
proposal  6dso  involves  the  acquisition  of 
a  nonbanking  company,  the  review  also 
includes  whether  ffie  acquisition  of  the 
nonbanking  company  complies  with  the 
standards  in  section  4  of  the  BHC  Act, 
including  whether  the  acqmsition  of  the 
nonbanking  company  can  “reasonably 
be  expected  to  produce  benefits  to  the 
public,  such  as  greater  convenience, 
increased  competition,  or  gains  in 
efficiency,  that  outweigh  possible 
adverse  effects,  such  as  imdue 
concentration  of  resources,  decreased  or 
unfair  competition,  conflicts  of 
interests,  or  unsound  banking  practices” 
(12  U.S.C.  1843).  Any  request  for 
a  hearing  must  be  accompanied  by  a 
statement  of  the  reasons  a  written 
presentation  would  not  suffice  in  lieu  of 
a  hearing,  identifying  specifically  any 
questions  of  fact  that  are  in  dispute, 
summarizing  the  evidence  that  would 
be  presented  at  a  hearing,  and  indicating 
how  the  party  commenting  would  be 
aggrieved  by  approval  of  the  proposal. 
Unless  otherwise  noted,  nonbanking 
activities  will  be  conducted  throughout 
the  United  States. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  at  the  Reserve  Bank 
indicated  or  the  offices  of  the  Board  of 
Governors  not  later  than  September  23, 
1996. 

A.  Federal  Reserve  Bank  of  Cleveland 
(R.  Chris  Moore,  Senior  Vice  President) 
1455  East  Sixth  Street,  Cleveland,  Ohio 
44101: 

1.  First  Financial  Bancorp,  Hamilton, 
Ohio;  to  merge  with  Fearmers  State 
Bancorp,  Liberty,  Indiana,  and  thereby 
indirectly  acquire  Farmers  State  Bemk, 
Liberty,  Indiana. 

B.  Federal  Reserve  Bank  of  San 
Francisco  (Kenneth  R.  Binning, 

Director,  Bank  Holding  Company)  101 
Market  Street,  San  Francisco,  California 
94105: 

1.  Mid-Peninsula  Bancorp,  Palo  Alto, 
California;  to  merge  with  Cupertino 
National  Bancorp,  Cupertino,  California, 
and  thereby  indirectly  acquire 
Cupertino  National  Bank  &  Trust, 
Cupertino,  California. 
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Board  of  Goveraora  of  the  Federal  Reserve 
System,  August  23, 1996. 

Jennifer  J.  Johnson 

Deputy  Secretary  of  the  Board 

[FR  Doc.  96-21949  Filed  8-27-96;  8:45  am] 

BHXMQ  coot 


Notice  of  Proposals  to  Engage  in 
Permissible  Nonbanking  Activities  or 
to  Acquire  Companies  that  are 
Engaged  in  Permissible  Nonbanking 
Activities 

The  companies  listed  in  this  notice 
have  given  notice  under  section  4  of  the 
Bank  Holding  Company  Act  (12  U.S.C. 
1843)  (BHC  Act)  and  Regulation 
Y,  (12  CFR  Part  225)  to  engage  de  novo, 
or  to  acquire  or  control  voting  securities 
or  assets  of  a  company  that  engages 
either  directly  or  through  a  subsidiary  or 
other  company,  in  a  nonbanking  activity 
that  is  listed  in  §  225.25  of  Regulation 
Y  (12  CFR  225.25)  or  that  the  Board  has 
determined  by  Order  to  be  closely 
related  to  banking  and  permissible  for 
bank  holding  companies.  Unless 
otherwise  noted,  these  activities  will  be 
conducted  throughout  the  United  States. 

Each  notice  is  available  for  inspection 
at  the  Federal  Reserve  Bank  indicated. 
Once  the  notice  has  been  accepted  for 
processing,  it  will  also  be  available  for 
inspection  at  the  offices  of  the  Board  of 
Governors.  Interested  persons  may 
express  their  views  in  writing  on  the 
question  whether  the  proposal  complies 
with  the  standards  of  section  4  of  the 
BHC  Act,  including  whether 
consummation  of  me  proposal  can 
“reasonably  be  expected  to  produce 
benefits  to  the  public,  such  as  greater 
convenience,  increased  competition,  or 
gains  in  efficiency,  that  outweigh 
possible  adverse  efiects,  such  as  undue 
concentration  of  resources,  decreased  or 
unfair  comp>etition,  conflicts,  of 
interests,  or  unsoimd  banking  practices" 
(12  U.S.C.  1843).  Any  request  for  a 
hearing  on  this  question  must  be 
accompanied  by  a  statement  of  the 
reasons  a  written  presentation  would 
not  suffice  in  lieu  of  a  hearing, 
identifying  specifically  any  questions  of 
feet  that  are  in  dispute,  summarizing  the 
evidence  that  would  be  presented  at  a 
hearing,  and  indicating  how  the  party 
commenting  would  be  aggrieved  by 
approval  of  the  proposal. 

Unless  otherwise  noted,  comments 
regarding  the  applications  must  be 
received  at  the  Reserve  Bank  indicated 
or  the  offices  of  the  Board  of  Governors 
not  later  than  September  12, 1996. 

A.  Federal  Rewrve  Bank  of  Kansas 
City  (John  E.  Yorke,  Senior  Vice 
President)  925  Grand  Avenue,  Kansas 
City,  Missouri  64198: 


1.  Bankers  Bancorp  of  Oklahoma, 

Inc.,  Oklahoma  City,  Oklahoma;  to 
engage  de  novo  in  a  joint  venture 
through  its  subsidiary.  Bankers  Bank 
Systems,  Oklahoma  Qty,  Oklahoma,  in 
data  processing  activities,  pursuant  to  § 
225.25(b)(7)  of  the  Board’s  Regulation  Y. 

Board  of  Governors  of  the  Federal  Reserve 
System,  August  23, 1996. 

Jennifer  J.  Johnson 

Deputy  Secretary  of  the  Board 

[FR  Doc.  96-21948  Filed  8-27-96;  8:45  am] 

BILUNQ  CODE  eElfrOI-F 


Sunshine  Act  Meeting 

AGENCY  HOLDING  THE  MEETING:  Board  of 
Governors  of  the  Federal  Reserve 
System 

TIME  AND  DATE:  11:00  a.m.,  Tuesday, 
September  3, 1996. 

PLACE:  Marriner  S.  Eccles  Federal 
Reserve  Board  Building,  C  Street 
entrance  between  20th  and  21st  Streets, 
N.W.,  Washington,  D.C.  20551. 

STATUS:  Closed. 

MATTERS  TO  BE  CONSIDERED: 

1.  Personnel  actions  (appointments, 
promotions,  assignments,  reassignments,  and 
salary  actions)  involving  individual  Federal 
Reserve  System  employees. 

2.  Any  items  carried  forward  from  a 
previously  announced  meeting. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Mr.  Joseph  R.  Coyne,  Assistant  to  the 
Board;  (202)  452-3204.  You  may  call 
(202)  452-3207,  beginning  at 
approximately  5  p.m.  two  business  days 
before  this  meeting,  for  a  recorded 
annotmeement  of  bank  and  bank 
holding  company  applications 
scheduled  for  the  meeting. 

Dated:  August  26, 1996. 

William  W.  Wiles, 

Secretary  of  the  Board. 

[FR  Doc.  96-22052  Filed  A-26-96;  10:59  am] 
NLLINO  CODE  a210-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Disease  Control  and 
Prevention 

National  Vaccine  Advisory  Committee 
(NVAC),  Subcommittee  on  Vaccine 
Safety,  Subcommittee  on  immunization 
Coverage,  Subcommittee  on  Future 
Vaccines,  and  the  Advisory 
Commission  on  Childhood  Vaccines 
(ACeV),  Subcommittee  on  Vaccine 
Safety:  Meetings 

In  accordance  with  section  10(a)(2)  of 
the  Federal  Advisory  Conunittee  Act 
(Pub.  L.  92-463),  the  Centers  for  Disease 


Control  and  Prevention  (CDC) 
announces  the  following  Federal 
advisory  committee  meetings. 

Name:  National  Vaccine  Advisory 
Committee  (NVAC). 

Times  and  Dates:  9  a.m.-l:30  p.m., 
September  9, 1996.  8:30  a.m.-12:30  p.m., 
September  10, 1996. 

Place:  Hubert  H.  Humphrey  Building, 

Room  702A,  200  Independence  Avenue,  SW, 
Washington,  DC  20201. 

Status:  Open  to  the  public,  limited  only  by 
the  space  available. 

Notice:  In  the  interest  of  seaarity,  the 
Department  has  instituted  stringent 
procedures  for  entrance  to  the  Hubert  H. 
Humphrey  Building  by  non-govenunent 
employees.  Thus,  persons  without  a 
govenunent  identification  card  should  plan 
to  arrive  at  the  building  each  day  either 
between  8  and  8:30  a.m.  or  12:30  and  1  p.ia 
so  they  can  be  escorted  to  the  meeting. 
Entrance  to  the  meeting  at  other  times  during, 
the  day  cannot  be  assured. 

Purpose:  The  Committee  shall  advise  and 
make  recommendations  to  the  Director  of  the 
National  Vaccine  Program  on  matters  related 
to  the  Program  responsibilities. 

Matters  to  be  Discussed:  The  Committee 
will  receive  reports  on  the  status  of  NVAC 
nominees  to  replace  members  whose  terms 
have  ended,  status  of  new  exofficio  members 
from  the  Department  of  Agriculture  and  the 
Health  Care  Financing  Administration,  and  a 
discussion  regarding  the  addition  of  liaison 
representatives  to  the  Committee;  the 
recruitment  status  for  the  Director,  National 
Vaccine  Program  Office  (NVPO);  update 
alternatives  for  adverse  event  surveillance 
and  funding  options;  update  immunization 
registry:  confidentiality  issues;  NVAC 
endorsement  of  the  immunization 
information  system  confidentiality  paper, 
update  philosophical  exemption  to 
immunization;  the  Measles  Vaccine  Timing 
Study — Discussion  of  Edmonston-Zas^b 
(EZ)  Vaccine  Study;  Institutes  of  Medicine 
risk  communication  safety  forum;  an  update 
on  the  Subcommittee  on  Immunization 
Coverage  Draft  Papers,  Thirteen  Points  of 
Leverage  to  Increase  Coverage  and  Access  to 
bnmunization;  an  update  on  the 
Subcommittee  on  Future  Vaccines,  vaccine 
research  partnership,  and  a  status  report  on 
Sabin  case  studies;  an  update  on  the 
Subcommittee  on  Vaccine  Safety:  update  on 
Adult  Immunization  Work  Group;  report  on 
children’s  vaccine  initiative;  update  on  the 
National  Vaccine  Injury  Compensation 
Program,  a  report  from  the  Task  Force  on 
Safer  Vaccines,  a  review  of  adverse  events 
litigation  and  compensation  in  adults;  and  an 
update  on  Acellular  Pertussis. 

Agenda  items  are  subject  fo  change  as 
priorities  dictate. 

Name:  NVAC  Subcommittee  on  Vaccine 
Safety  and  the  ACCV,  Subcommittee  on 
Vaccine  Safety. 

Time  and  Date:  1:30  p.m.-5  p.m., 
September  9, 1996. 

Place:  Hubert  H.  Humphrey  Building, 
Room  425A,  200  Independence  Avenue,  SW, 
Washington,  DC  20201. 

Status:  Open  to  the  public,  limited  only  by 
the  space  available. 

Purpose:  This  joint  ACCV/NVAC 
subcommittee  will  review  issues  relevant  to 
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vaccine  safety  and  adverse  reactions  to 
vaccines. 

Matters  to  be  Discussed:  The 
Subcommittee  will  discuss  the  inclusion  of 
influenza  and  pneumococcal  vaccines  in  the 
National  Vaccine  Injury  Compensation 
Program  summation,  direction  and  closure; 
focus  of  safety  subconunittees;  and  a  review 
of  report  and  recommendations  from  the 
Task  Force  on  Safer  Childhood  Vaccines. 

Name:  NVAC  Subcommittee  on 
Immunization  Coverage. 

Time  and  Date:  1:30  p.m.-5  p.m., 

September  9, 1996. 

Place:  Hubert  H.  Humphrey  Building, 

Room  423A,  200  Independence  Avenue,  SW, 
Washington,  DC  20201. 

Status:  Open  to  the  public,  limited  only  by 
the  space  available. 

Purpose:  This  subcommittee  will  identify 
and  propose  solutions  that  provide  a 
multifaceted  and  holistic  approach  to 
reducing  barriers  that  result  in  low 
immunization  coverage  for  children. 

Matters  to  be  Discussed:  The 
Subcommittee  will  discuss  the  forum  on 
assessment  and  related  immunization  issues; 
the  outline  for  the  Subcommittee’s  report; 
and  the  assessment  of  immunization 
coverage. 

Name:  NVAC  Subcommittee  on  Future 
Vaccines. 

Time  and  Date:  1:30  p.m.-5  p.m., 

September  9, 1996. 

Place:  Hubert  H.  Humphrey  Building, 

Room  405A,  200  Independence  Avenue,  SW, 
Washington,  DC  20201. 

Status:  Open  to  the  public,  limited  only  by 
the  space  available. 

Purpose:  This  subcommittee  will  develop 
policy  options  and  guide  the  National 
Vaccine  Program  activities  which  will  lead  to 
development,  licensiue,  and  best  use  of  new 
and  existing  vaccines  in  the  simplest  possible 
immunization  schedules. 

Matters  to  be  Discussed:  The 
Subcommittee  will  discuss  updates  on 
vaccine  procurement  strategies,  the  United 
States  Agency  for  International  Development 
vaccine  research  agenda,  and  a  discussion  of 
case  studies  in  vaccine  development. 

Contact  Person  for  More  Information: 
Felecia  D.  Pearson,  Committee  Management 
Specialist,  NVPO,  CDC.  1600  Clifton  Road, 
NE,  M/S  D50,  Atlanta,  Georgia  p0333, 
telephone  404/639-7250. 

This  notice  is  being  published  less 
than  15  days  prior  to  the  meeting  due 
to  the  inability  to  transmit  the  doctunent 
electronically. 

Dated:  August  22, 1996. 

Carolyn  J.  Russell, 

Director,  Management  Analysis  and  Services 
Office,  Centers  for  Disease  Control  and 
pievention  (CDC). 

(FR  Doc.  96-21924  Filed  8-27-96;  8:45  am] 
BN.UNQ  CODE  4163-18-M 


Health  Resources  and  Services 
Administration 

Advisory  Council;  Notice  of 
Establishment 

Pursuant  to  the  Federal  Advisory 
Committee  Act,  Public  Law  92-463  (5 
U.S.C.  Appendix  2),  the  Secretary, 
Department  of  Health  and  Human 
Services  announces  the  establishment  of 
the  following  advisory  council. 

Designation:  Advisory  Committee  to  the 
Administrator,  HRSA. 

Purpose:  Advises  the  Secretary  of  HHS  and 
the  Administrator  of  HRSA  on  policy  matters 
pertinent  to  HRSA  mission  responsibilities  in 
the  conduct  and  support  of  health  care 
delivery,  health  woruorce,  and  related 
programs. 

The  committee  may  make 
recommendations  concerning  program 
development,  resource  allocation,  and  HRSA 
administrative  practices  and  policies,  and 
other  specific  matters  which  affect  the 
operation  of  the  Agency. 

Structure:  The  Committee  shall  consist  of 
the  Secretary  or  designee  as  Chair  and  16 
members.  Eleven  members  shall  be 
authorities  who  are  knowledgeable  in  the 
fields  of  health  care  delivery  and  finance,  the 
health  workforce  and  training  of  the 
workforce,  public  health,  and  the  special 
needs  of  disadvantaged  populations.  Five 
members  shall  he  representatives  of  the 
general  public. 

Dated:  August  22, 1996. 

Jackie  E.  Baum, 

Advisory  Committee  Management  Officer, 
HRSA. 

[FR  Doc.  96-21919  Filed  8-27-96;  8:45  am] 
BHOJNQ  CODE  4iaO-1S-P 

National  Institutes  of  Health 

Notice  of  Meeting  of  the  National 
Advisory  Council  for  Human  Genome 
Research 

Pursuant  to  Pub.  L.  92-^63,  notice  is 
hereby  given  of  the  meeting  of  the 
National  Advisory  C^ouncil  for  Hmnan 
Genome  Research,  National  Center  for 
Human  Genome  Research,  September 
16-17, 1996,  Holiday  Inn,  Washington/ 
Chevy  Chase,  Palladian  West/Center, 
5522  Wisconsin  Avenue,  Chevy  Chase, 
Mainland. 

This  meeting  will  be  open  to  the 
public  on  Monday,  September  16,  from 
8:30  to  1:00  p.m.  to  discuss 
administrative  details  or  other  issues 
relating  to  committee  activities. 
Attendance  by  the  public  will  be  limited 
to  space  available. 

In  accordance  with  the  provisions  set 
forth  in  secs.  552b(c)(4)  and  552b(c)(6), 
Title  5,  LT.S.C.  and  sec.  10(d)  of  Pub.  L. 
92-463,  the  meeting  will  be  closed  to 
the  public  on  September  16  from  1:00 
p.m.  to  recess  and  on  September  17 
from  8:30  a.m.  to  adjournment,  for  the 


review,  discussion  and  evaluation  of 
individual  grant  applications.  The 
applications  and  the  discussions  could 
reveal  confidential  trade  secrets  or 
commercial  property  such  as  patentable 
material,  and  personal  information 
concerning  individuals  associated  with 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Dr.  Elke  Jordan,  Deputy  Director, 
National  Center  for  Humem  Genome 
Research,  National  Institutes  of  Health, 
Building  31,  Room  4B09,  Bethesda, 
Maryland  20892,  (301)  496-0844,  will 
furnish  the  meeting  agenda,  rosters  of 
Committee  members  and  consultants, 
and  substantive  program  information 
upon  request. 

Individuals  who  plan  to  attend  and 
need  special  assistance,  such  as  sign 
language  interpretation  or  other 
reasonable  accommodations,  should 
contact  Ms.  Jane  Ades,  (301)  594-1229, 
two  weeks  in  advance  of  the  meeting. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.172,  Human  Genome 
Research) 

Dated:  August  21, 1996. 

Susan  K.  Feldman, 

Committee  Management  Officer,  NIH. 

[FR  Doc.  96-21897  Filed  8-27-96:  8:45  ami 
WLLINQ  CODE  4140-01-M 

National  Cancer  Institute;  Notice  of 
Meetings  of  the  National  Cancer 
Advisory  Board  and  Its  Subcommittee 

Pursuant  to, Pub,  L.  92-463,  notice  is 
hereby  given  of  the  meeting  of  the 
National  Cancer  Advisory  Board, 
National  Cancer  Institute,  and  its 
Subcommittees  on  September  10-11, 
1996.  Except  as  noted  below,  the 
meetings  of  the  Board  and  its 
Subcommittees  will  be  open  to  the 
public  to  discuss  issues  relating  to 
committee  business  as  indicated  in  the 
notice.  Attendance  by  the  public  will  be 
limited  to  space  available. 

A  portion  of  the  Board  meeting  will 
be  closed  to  the  public  in  accordance 
with  the  provisions  set  forth  in  secs. 
552b(c)(4),  552b(c)(6),  and  552(c)(9)(B), 
Title  5,  U.S.C.  and  sec.  10(d)  of  ^b.  L. 
92-463,  for  the  review,  discussion  and 
evaluation  of  individual  grant 
applications  and  for  discussion  of  issues 
pertaining  to  programmatic  areas  and/or 
NQ  personnel,  and  discussion  of 
subcommittee  recommendations 
regarding  NCI  staff  support  to  the  Board 
and  operating  procedures.  These 
applications  and  discussions  could 
reveal  confidential  trade  secrets  or 
commercial  property  such  as  patentable 
material,  and  personal  information 
concerning  the  individuals  associated 
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with  the  applications  or  programs,  the 
disclosure  of  which  would  constitute  a 
clearly  unwarranted  invasion  of 
personal  privacy  and  premature 
disclosure  of  recommendations  which 
would  inhibit  the  final  outcome  and 
subsequent  implementation  of 
recommendations. 

The  Committee  Management  Office, 
National  Cancer  Institute,  National 
Institutes  of  Health,  Executive  Plaza 
North,  Room  630E,  9000  Rockville  Pike, 
Dethesda,  Maryland  20892  (301/496- 
5708),  will  provide  summaries  of  the 
meetings  and  rosters  of  the  Board 
members,  upon  request. 

Individuals  who  plan  to  attend  and 
need  special  assistance,  such  as  sign 
language  interpretation  or  other 
reasonable  accommodations,  should 
contact  Ms.  Carole  Frank,  Committee 
Management  Specialist,  at  301/496- 
5708  in  advance  of  the  meeting. 

Name  of  Committee:  National  Cancer 
Advisory  Board. 

Contact  Person:  Dr.  Marvin  R.  Kalt, 
Executive  Secretary,  National  Cancer 
Institute,  NIH,  Executive  Plaza  North,  Room 
600A,  6130  Executive  Blvd.,  Bethesda,  MD 
20892-7405;  (301)  496-5147. 

Dates  of  Meeting:  September  10-11, 1996. 

Place  of  Meeting:  Conference  Room  10, 
Building  31C,  National  Institutes  of  Health, 
9000  Rockville  Pike,  Bethesda,  MD  20892. 

Open:  September  10 — 8  am  to 
approximately  12:15  pm. 

Agenda:  Director’s  Report  on  the  National 
Cancer  Institute;  NCI  Strategic  Planning  and 
Evaluation  Structure;  NCAB:  25th 
Anniversary  Initiatives;  New  Business; 
Scientific  Presentations;  and  Report  on  the 
Activities  of  the  President’s  Cancer  Panel. 

Closed:  September  10 — 2:30  pm  to 
approximately  4:30  pm. 

Agenda:  For  review  and  discussion  of 
individual  grant,  applications,  and 
extramural/intramural  programmatic,  and 
{>ersonnel  policies. 

Open:  September  11 — 8:30  am  to  11  am. 

Agenda:  Scientific  Presentations: 
Subcommittee  Reports;  Report  on  the  NCAB 
Retreat;  Peer  Review  Initiatives;  Continuing 
New  Business. 

Closed:  September  11 — 11  am  to  4:30  pm. 

^enda:  Review  and  evaluation  of  NCAB 
Stan  support,  structure  and  function. 

Name  of  Committee:  Subcommittee  on 
Clinical  Investigations. 

Contact  Person:  Dr.  Robert  Wittes, 
Executive  Secretary,  National  Cancer 
Institute,  NIH,  Building  31,  Room  3A44, 
Bethesda,  MD  20892;  (301)  496-4291. 

Date  of  Meeting:  September  10, 1996. 

Place  of  Meeting:  Conference  Room  7, 
Building  3lC,  National  Institutes  of  Health, 
9000  Rockville  Pike,  Bethesda,  MD  20892. 

Open;  12:30  pm  to  1:30  pm. 

Agenda:  To  discuss  the  By  Pass  Budget  and 
translational  research  as  well  as  the 
possibilities  for  allocating  NCI  dollars  to 
defray  clinical  costs. 

Name  of  Committee:  Subcommittee  on 
Planning  and  Budget. 

Contact  Person:  Ms.  Cherie  Nichols, 
Executive  Secretary,  National  Cancer 


Institute,  NIH,  Building  31,  Room  11A19, 
Bethesda,  MD  20892;  (301)  496-5515. 

Date  of  Meeting:  September  10, 1996. 

Place  of  Meeting:  Conference  Room  9, 
Building  31C,  National  Institutes  of  Health, 
9000  Rockville  Pike,  Bethesda,  MD  20892. 

Open:  12:30  pm  to  1:30  pm. 

Agenda:  To  discuss  the  NQ  budget  and 
various  planning  issues. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  urgent 
need  to  meet  timing  limitations  imposed  by 
the  review  and  funding  cycle. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Nvunbers:  93.393,  Cancer  Cause  and 
Prevention  Research;  93.394,  Cancer 
Detection  and  Diagnosis  Research;  93.395, 
Cancer  Treatment  Research;  93.396,  Cancer 
Biology  Research;  93.397,  C^cer  Centers 
Support;  93.398,  Cancer  Research  Manpower; 
93.399,  Cancer  Control) 

Dated:  August  22, 1996. 

Susan  K.  Feldman, 

Committee  Management  Officer,  NIH. 

(FR  Doc.  96-21898  Filed  8-27-96;  8:45  am] 
BILUNG  CODE  414(M)1-M 


Substance  Abuse  and  Mental  Health 
Services  Administration 

Center  for  Substance  Abuse 
Treatment;  Notice  of  Meeting 

Pursuant  to  Pub.L.  92—463,  notice  is 
hereby  given  of  a  meeting  of  the  Center 
for  Substance  Abuse  Treatment  (CSAT) 
National  Advisory  Council  to  be  held  in 
September  1996. 

A  portion  of  the  meeting  will  be  open 
and  include  discussion  of  the  Center’s 
policy  issues  and  current 
administrative,  legislative,  and  program 
developments. 

The  meeting  will  include  the  review, 
discussion,  and  evaluation  of  individual 
grant  applications,  contract  proposals, 
and  discussion  of  information  about  the 
Center’s  procurement  plans.  Therefore  a 
portion  of  the  meeting  will  be  closed  to 
the  public  as  determined  by  the- 
Administrator,  SAMHSA,  in  accordance 
withTitle  5  U.S.C.  552b(c)(3),  (4),  and 
(6)  and  5  U.S.C.  App.  2.  §  10(d). 

A  summary  of  the  meeting  and  roster 
of  council  members  may  be  obtained 
fi'om:  Ms.  Joann  M.  Exline,  National 
Advisory  Council,  CSAT,  Rockwall  II 
Building,  Suite  619,  5600  Fishers  Lane, 
Rockville,  Maryland  20857,  Telephone: 
(301) 443-8923. 

Substantive  program  information  may 
be  obtained  fi’om  the  contact  whose 
name  and  telephone  nmnber  is  listed 
below. 

Committee  Name:  Center  for  Substance 
Abuse  Treatment  National  Advisory  Council 

Meeting  Dates:  September  18, 1996,  9:00 
a.m. — 5:00  p.m.  September  19, 1996,  9:00 
a.m. — 2:15  p.m. 

Place:  Holiday  Inn,  5520  Wisconsin 
Avenue,  Chase  Room,  Chevy  Chase, 
Maryland  20856 


Type:  CLOSED:  September  18, 9:00  a.m. — 
11:00  a.m.  OPEN:  September  18, 11:15  a.m. — 
5:00  p.m.  September  19, 9:00  a.m. — 2:15  p.m. 

Contact:  Marjorie  M.  Cashion,  Executive 
Secretary,  Telephone:  (301)  443-8923,  and 
FAX:  (301)  480-6077. 

Dated:  August  22, 1996. 

Jeri  Lipov, 

Committee  Management  Officer,  Substance 
Abuse  and  Mental  Health  Services 
Administration. 

(FR  Doc.  96-21921  Filed  8-27-96;  8:45  am) 
BILUNQ  CODE  41«2-2(M> 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

Office  of  the  Assistant  Secretary  for 
Housing-Federal  Housing 
Commissioner,  Federally  Assisted 
Low-Income  Housing  Drug  Elimination 
Announcement  of  Funding  Awards 
Fiscal  Year  1995 

pocket  No.  FR-3858-N-02] 

AGENCY:  Office  of  the  Assistant 
Secretary  for  Housing  -  Federal  Housing 
Commissioner.  HUD. 

ACTION:  Announcement  of  funding 
awards. 

SUMMARY:  In  accordance  with  section 
102(a)(4)(C)  of  the  Department  of 
Housing  and  Urban  Development 
Reform  Act  of  1989,  this  announcement 
notifies  the  public  of  funding  awards 
made  by  the  Department  for  the 
Federally  Assisted  Low-Income  Drug 
Elimination  Grant  Program.  This 
announcement  contains  the  names  and 
addresses  of  the  Federally  Assisted 
Low-Income  Housing  Drug  Elimination 
Program  grantees  and  the  amount  of  the 
awards. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michael  Diggs,  Office  of  Multifamily 
Housing  Asset  Management  and 
Disposition,  Department  of  Housing  and 
Urban  Development,  room  6176,  451 
Seventh  Street,  SW.,  Washington,  IXi 
20410,  telephone  (202)  708-0558  (this  is 
not  a  toll-fiw  number).  A 
telecommimications  device  for  hearing- 
and  speech-impaired  individuals  (TTY) 
is  available  at  1-800-877-8339  (Federal 
Information  Relay  Service). 
SUPPLEMENTARY  INFORMATION:  These 
grants  are  authori2:ed  under  Chapter  2, 
Subtitle  C,  Title  V  of  the  Anti-Drug 
Abuse  Act  of  1988  (42  U.S.C.  11901  et. 
seq.),  as  amended  by  Section  581  of  the 
Cranston-Gonzales  National  Affordable 
Housing  Act  (NAHA)  of  1990  (42  U.S.C. 
8011).  Section  581  of  NAHA  expanded 
the  Drug  Elimination  Program  to 
include  Federally  assisted  low-income 
housing.  The  Departments  of  Veterans 
Afiairs  and  Housing  and  Urban 
Development,  and  hidependent 
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Agencies  Appropriations  Act  of  1995 
(Pub.  L.  103-327;  approved  September 
28, 1994)  appropriated  funds  for 
Federally  Assisted  Low-income 
housing. 

Fiscm  Year  1995  funds  were 
announced  in  a  Federal  Register  Notice 
of  Funding  Availability  (NOFA) 
published  on  February  17, 1995  (60  FR 
9544).  The  NOFA  aimounced  the 
availability  of  $17,415  million  for 
Federally  Assisted  Low-income 
housing.  The  purpose  of  the  Drug 
Elimination  program  is  to  provide 
funding  for  carrying  out  drag 
elimination  activities  in  accordance 
with  the  criteria  of  eligible  activities  as 
outlined  in  the  NOFA.  Applications  are 
awarded  fundiiig  if  they  meet  the 
eligibility  criteria  indicated  in  the 
NOFA. 

In  accordance  with  section  102 
(a)(4)(C)  of  the  Department  of  Housing 
and  Urban  Development  Reform  Act  of 
1989  (Pub.  L.  101-235,  approved 
December  15, 1989),  the  Etepartment  is 
hereby  publishing  the  names  and 
addresses  of  the  grantees  that  received 
funding  under  the  NOFA,  and  the 
amount  of  funds  awarded  to  each.  The 
total  amount  awarded  during  this  period 
was  $17,415  million  to  165  grantees. 

This  information  is  provided  in 
Appendix  A  to  this  document. 

The  Assisted  Housing  Drag 
Elimination  Program  is  listed  in  the 
Catalog  of  Federal  Domestic  Assistance  ' 
as  number  14-854. 

Dated:  August  21, 1996. 

Stephanie  A.  Smith, 

General  Deputy  Assistant  Secretary  for 
Housing-Federal  Housing  Commissioner. 

nSCAL  YEAR  1995  DRUG 
ELIMINATION  GRANTEES 

MINNEAPOUS  OFFICE 

RECIPIENT  NAME:  RIDGECREST  LDHA 
PROJECT  NUMBER/NAME:  048-44014 
RIDGECREST  VILLAGE 
APARTMENTS 

PROJECT  ADDRESS:  1069  RIDGECREST 
DRIVE,  FLINT,  MICHIGAN  48505 
PROPERTY  CONTACT:  MELANIE 
DEVARY  (517)  351-6840 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  FINDLAY 
APARTMENTS  LIMITED 
PROJECT  NUMBER/NAME:  046-35175 
FINDLAY  APARTMENTS 
PROJECT  ADDRESS:  1534  RACE  +  ELM 
&  FINDLAY  STREETS,  CINCINNATI, 
OHIO  45202 

PROPERTY  CONTACT:  THOMAS  A. 

DENHART  (513)  241-6328 
AMOUNT  OF  GRANT:  $122,800 
RECIPIENT  NAME:  PLEASANT 
APARTMENTS  LIMITED 
PROJECT  NUMBER/NAME:  046-35268 
PLEASANT  APARTMENTS 


PROJECT  ADDRESS: 
PLEASANT+ELM+SCATTERED 
SITES,  CINCINNATI,  OHIO  45202 
PROPERTY  CONTACT:  THOMAS  A. 

DENHART  (513)  241-6328 
AMOUNT  OF  GRANT;  $124,580 
RECIPIENT  NAME:  WALNUT 
APARTMENTS.  LTD. 

PROJECT  NUMBER/NAME:  046-35259 
WALNUT 

PROJECT  ADDRESS:  1341-55 
WALNUT/29-35  E  14TH. 

CINCINNATI.  OHIO  45202 
PROPERTY  CONTACT:  THOMAS  A. 

DENHART  (513)  241-6328 
AMOUNT  OF  GRANT:  $49,225 
RECIPIENT  NAME:  ALMS  HILL 
APARTMENTS 

PROJECT  NUMBER/NAME:  046-44122 
ALMS  HILL 

PROJECT  ADDRESS:  2525  VICTORY 
PARKWAY,  CINCINNATI.  OHIO 
45206 

PROPERTY  CONTACT:  WILLIAM 
STRITE(513)  861-1584/JOHN  M. 
ORHEK(614)  848-4330 
AMOUNT  OF  GRANT:  $73,570 
RECIPIENT  NAME:  NORTHCREST 
GARDENS  APTS.  JOINT  VENTURE 
PROJECT  NUMBER/NAME:  046-44015 
NORTHCREST  GARDENS 
PROJECT  ADDRESS:  5000 
NORTHCREST,  DAYTON,  OHIO 
45402 

PROPERTY  CONTACT:  E.  CLARK 
WHITE,  (619)  431-9100,  EXT.  3372 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  BROADWALK 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  042-35378 
BOARDWALK  APARTMENTS 
PROJECT  ADDRESS:  543  E  105TH  ST  + 
SITES,  CLEVELAND,  OHIO  44108 
PROPERTY  CONTACT:  USA  ‘ 
STRICKLAND,  (216)  681-4501 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  KENMORE 
GARDENS  LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  042-44014 
KENMORE  GARDENS 
PROJECT  ADDRESS:  1389  ANSEL  RD., 
CLEVELAND,  OHIO  44106 
PROPERTY  CONTACT:  MORTON  Q. 

.  LEVIN  (216)  771-2175 
AMOUNT  OF  GRANT:  $35,000 
RECIPIENT  NAME:  LIMA  I,  LTD. 
PROJECT  NUMBER/NAME:  043-35295 
LIMA  ESTATES  I 

PROJECT  ADDRESS:  510  EAST  NORTH 
STREET,  LIMA,  OHIO  45801 
PROPERTY  CONTACT:  PATRICK 
RAWLINGS/JUDY  ALLEN  (614)  538- 
1333 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  WASHINGTON 
COURTS  LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  071-35593 
WASHINGTON  COURTS  APTS. 
PROJECT  ADDRESS:  5416-30  W 
WASHINGTON,  CHICAGO,  ILLINOIS 
60644 


PROPERTY  CONTACT:  MARSHA 
HARPER  (312)  287-4131 
AMOUNT  OF  GRANT:  $98,300 
RECIPIENT  NAME:  LA  VERGNE 
COURTS  UMTIED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  071-35597 
LA  VERGNE  COURTS  APTS. 
PROJECT  ADDRESS:  1950  E  71ST 
STREET,  CHICAGO,  ILLINOIS  60644 
PROPERTY  CONTACT:  LYNN 
RAILSBACK  (312)  287-4131 
AMOUNT  OF  GRANT:  $98,300 
RECIPIENT  NAME:  LANCASTER 
VILLAGE  COOPERATIVE 
PROJECT  NUMBER/NAME:  044-44005 
LANCASTER  VILLAGE 
COOPERATIVE 

PROJECT  ADDRESS:  633  PALMER 
DRIVE,  PONTIAC,  MICHIGAN  48057 
PROPERTY  CONTACT:  LEONA 
PATTERSON  (810)  373-4780 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  LAFAYETTE 
TERRACE  ASSOCIATES 
PROJECT  NUMBER/NAME:  071-35487 
LAFAYETTE  TERRACE 
PROJECT  ADDRESS:  75TH 
LAFAYETTE,  CHICAGO,  ILLINOIS 
60644 

PROPERTY  CONTACT:  ROWE 
CHOCKLEY  (412)  795-4755 
AMOUNT  OF  GRANT:  $121,727 
RECIPIENT  NAME:  MADISON 
TERRACE  ASSOCIATES 
PROJECT  NUMBER/NAME:  071-35441 
MADISON  TERRACE  APTS. 
PROJECT  ADDRESS:  3153  WEST 
MADISON  STREET,  CHICAGO. 
ILLINOIS  60612 

PROPERTY  CONTACT:  EARL  WILEY 
(312)  826-6611 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  WHITMORE 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME: 
IL06HDE0060195  WHITMORE 
APARTMENTS 
412-25  &  505-11  S  CENTRAL 
CHICAGO,  ILLINOIS  60644 
PROPERTY  CONTACT:  M.  COLEMAN 

270—4412 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  ENGLEWOOD 
APT.,  LTD 

PROJECT  NUMBER/NAME:  071-44114 
ENGLEWOOD  GARDENS 
PROJECT  ADDRESS:  7000-7058 
SOUTH  EGGLESTO,  CHICAGO. 
ILLINOIS  60621 
PROPERTY  CONTACT:  ROWE 
SHOCKLEY  (412)  795-4755 
AMOUNT  OF  GRANT:  $65,759 
RECIPIENT  NAME:  SWIFTON 
COMMONS  ASSOCIATES 
PROJECT  NUMBER/NAME:  071-44101 
BRADFORD  COURTS  APTS. 
PROJECT  ADDRESS:  930  COLLEGE 
BLVD.,  ADDISON,  ILLINOIS  60101 
PROPERTY  CONTACT:  KATHERINA 
FRASHESKI  (708)  495-3225 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Notices 


44317 


AMOUNT  OF  GRANT:  $124,940 
RECIPIENT  NAME:  ADA  THROOP 
ASSOCIATES  LTD 

PROJECT  NUMBER/NAME:  071-44125 
ADA-TROOP  APARTMENTS 
PROJECT  ADDRESS:  6848-58  S 
THROOP,  CHICAGO,  ILLINOIS  60636 
PROPERTY  CONTACT:  ROWE 
CHOCKLEY  (412)  795-4755 
AMOUNT  OF  GRANT:  $50,618 
RECIPIENT  NAME:  SHERWOOD  GLEN 
ON  THE  FOX  I 

PROJECT  NUMBER/'NAME:  071-44069 
FOX  VIEW  APTS.  I 
PROJECT  ADDRESS:  3  OXFORD  RD 
#14,  CARPENTERVILLE,  ILLINOIS 
60110 

PROPERTY  CONTACT:  DIANE 
PEDERSON  (847)  428-7771 
AMOUNT  OF  GRANT:  $121,729 
RECIPIENT  NAME:  SHERWOOD  GLEN 
ON  THE  FOX  APARTMENTS  II 
PROJECT  NUMBER/NAME:  071-44124 
FOX  VIEW  APTS,  n 
PROJECT  ADDRESS:  3  OXFORD  RD 
.  #14,  CARPENTERVILLE,  ILLINOIS 
60110 

PROPERTY  CONTACT:  DIANE 
PEDERSON  (847)  428-7771 
AMOUNT  OF  GRANT:  $121,729 
RECIPIENT  NAME:  MAPLE  RIDGE 
ASSOCIATES 

PROJECT  NUMBER/NAME:  071-94028 
MAPLE  RIDGE  APARTMENTS 
PROJECT  ADDRESS:  3700  5TH 
STREET,  ROCK  ISLAND,  ILUNOIS 
61201 

PROPERTY  CONTACT:  SALLY  PETERS 
(^09) 786-2639 

AMOUNT  OF  GRANT:  $101,500 
RECIPIENT  NAME:  UPGRADE 
DEVELOPMENT  CORPORATION 
PROJECT  NUMBER/NAME: 

IL06H121168  PIERSON  HILLS  U 
1720  GREAT  OAK  RD 
PEORIA,  ILLINOIS  61604 
PROPERTY  CONTACTi  CAROL  JONES 
(309) 676-4717 

AMOUNT  OF  GRANT:  $27,665 
RECIPIENT  NAME:  UPGRADE 
DEVELOPMENT  CORPORATION 
PROJECT  NUMBER/NAME:  072-44004 
LINCOLN  TERRACE,  UFR 
PROJECT  ADDRESS:  2825  WEST  ANN 
APT  41,  PEORIA,  ILLINOIS  61604 
PROPERTY  CONTACT:  CAROL  JONES 
(309)  676-4717 

AMOUNT  OF  GRANT:  $44,163 
RECIPIENT  NAME:  UPGRADE 
DEVELOPMENT  CORPORATION 
PROJECT  NUMBER/NAME:  072-44015 
PIERSON  HILLS  I 

PROJECT  ADDRESS:  1720  GREAT  OAK 
RD.,  PEORIA,  ILLINOIS  61605 
PROPERTY  CONTACT:  CAROL  JONES 
(309)  676-4717 

AMOUNT  OF  GRANT:  $51,664 
RECIPIENT  NAME:  LYONS  VIEW 
DEVELOPMENT,  ATTN.  ALLAN 
GREENE 


PROJECT  NUMBER/NAME:  071-36653 
PARKWAY  GARDENS 
PROJECT  ADDRESS:  6415  S  CALUIvlET 
AVE.,  CHICAGO,  ILLINOIS  60637 
PROPERTY  CONTACT:  SUELLYN 
CATES  (312)  299-6701 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  GREYSTONE 
ASSOCIATES 

PROJECT  NUMBER/NAME:  072-35055 
GREYSTONE  APARTMENTS 
PROJECT  ADDRESS:  103  GREYSTONE 
DRIVE,  ALORTON,  ILLINOIS  62207 
PROPERTY  CONTACT:  CAROL 
CHAPMAN  (618)  332-6446 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  GILL  PARK 
COOPERATIVE 

PROJECT  NUMBER/NAME:  071-35372 
GILL  PARK  COOPS 

PROJECT  ADDRESS:  810  WEST  GRACE 
STREET,  CHICAGO,  ILLINOIS  60613 
PROPERTY  CONTACT:  HAKEEM 
DUROJARYE  (312)  929-3325 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  HARBORSEDE 
HOUSING  ASSO.  LP 
PROJECT  NUMBER/NAME:  073-55007 
HARBORSEDE  APTS. 

PROJECT  ADDRESS:  3610  ALDER  ST., 
EAST  CHICAGO,  INDIANA  46312 
PROPERTY  CONTACT:  JERRY 
BERNS'fEIN  (219)  938-1600 
AMOUNT  OF  GRANT:  $124,953 
RECIPIENT  NAME:  ANTIOCH  JOINT 
VENTURE 

PROJECT  NUMBER/NAME:  073-55120 
EDEN  GREEN  IN  FORT  WAYNE 
PROJECT  ADDRESS:  2201  REED  ST., 
FT.  WAYNE,  INDIANA  46803 
PROPERTY  CONTACT:  AARON 
THOMAS  (317)  842-6612 
AMOUNT  OF  GRANT:  $106,000 
RECIPIENT  NAME:  FEDERAL 
PROPERTY  MANAGEMENT  CORP. 
PROJECT  NUMBER/NAME:  073-44455 
WEYERBACHER  TERRACE 
PROJECT  ADDRESS:  2534  N  CAPITAL 
AVE.,  INDIANAPOUS,  INDIANA 
46208 

PROPERTY  CONTACT:  MARILYN 
ELDRIDGE  (513)  223-7626 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  JUNEAU  AVENUE 
ASSOCIATES 

PROJECT  NUMBER/NAME:  075-94002 
WINDSOR  COURT  APARTMENTS 
PROJECT  ADDRESS:  1831  WEST 
JUNEAU  AVENUE,  MILWAUKEE, 
WISCONSIN  53203 
PROPERTY  CONTACT:  PATTY 
OWNBY  (615)  525-7500 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  BANCROFT  EDDY 
LDHA  PARTNERSHIP 
PROJECT  NUMBER/NAME: 
MI28H150191  BANCROFT  &  EDDY 
APTS.  107  S.  WASH.  ST. 

SAGINAW,  MICHIGAN  48607 


PROPERTY  CONTACT:  JOHN 
BROCAVICH<517)  752-5233 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  LINCOLNSHIRE 
HOMES  OF  ALBION 
PROJECT  NUMBER/NAME:  047-44022 
LINCOLNSHIRE  OF  ALBION 
PROJECT  ADDRESS:  900-1  BOYD 
DRIVE,  ALBION,  MICHIGAN  49224 
PROPERTY  CONTACT:  JOHN  KATSMA 
(517)  629-4270 

AMOUNT  OF  GRANT:  $117,528 
RECIPIENT  NAME:  M  L  K  LIMITED 
DIVIDEND  HOUSING  ASSO. 

PROJECT  NUMBER/NAME:  044-94054 
MARTIN  LUTHER  KING 
APARTMENTS 

PROJECT  ADDRESS:  595  CHENE 
STREET,  DETROIT,  MICHIGAN 
48207 

PROPERTY  CONTACT:  NANCY 
HOPKINS  (810)  851-9600 
AMOUNT  OF  GRANT:  $93,905 
RECIPIENT  NAME:  PARKVIEW 
ASSOCIATES 

PROJECT  NUMBER/NAME:  092-92011 
PARKVIEW  APARTMENTS 
PROJECT  ADDRESS:  1201 12TH 
AVENUE  NORTH,  MINNEAPOUS, 
MINNESOTA  55411 
PROPERTY  CONTACT:  DAVID 
ALTMAN  (612)  377-4050 
AMOUNT  OF  GRANT:  $124,965 
RECIPIENT  NAME:  MERCER 
APARTMENT  COMPANY 
PROJECT  NUMBER/NAME:  046-35242 
MERCER  APARTMENTS 
PROJECT  ADDRESS:  214  W  UBERTY 
STREET,  CINCINNATI,  OHIO  45202 
PROPERTY  CONTACT:  W.R.  HILL  (513) 
621-3685 

AMOUNT  OF  GRANT:  $13,250 
RECIPIENT  NAME:  TINA  APARTMENT  . 
COMPANY 

PROJECT  NUMBER/NAME:  046-35297 
TINA  APARIMENTS 
PROJECT  ADDRESS:  212  W  LIBERTY, 
CINCINNATI,  OHIO  45210 
PROPERTY  CONTACT:  W.R.  HILL  (513) 
621-3685 

AMOUNT  OF  GRANT:  $50,200 
RECIPIENT  NAME:  SENATE 
APARTMENT  COMPANY 
PROJECT  NUMBER/NAME:  046-35222 
SENATE  APARTMENTS 
PROJECT  ADDRESS:  216-18  W  12TH 
ST.,  CINCINNATI,  OHIO  45210 
PROPERTY  CONTACT:  W.R.  HILL  (513) 
621-3685 

AMOUNT  OF  GRANT:  $46,800 
RECIPIENT  NAME:  COMMODORE 
APARTMENT  COMPANY 
PROJECT  NUMBER/NAME:  046-35279 
COMMODORE  APARTMENTS 
PROJECT  ADDRESS:  3637-39  READING 
ROAD,  CINCINNATI,  OHIO  45229 
PROPERTY  CONTACT:  W.R.  HILL  (513) 
621-3685 

AMOUNT  OF  GRANT:  $40,080 


44318 
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RECIPIENT  NAME:  WALNUT  HILLS 
REDEVELOPMENT  FOUNDATION 
PROJECT  NUMBER/NAME:  046-35293 
WALNUT  HILLS,  SCATTERED  SITES 
PROJECT  ADDRESS:  2601  MELROSE 
AVE.,  CINCINNATI.  OHIO  45206 
PROPERTY  CONTACT:  DAPHNE  A. 

SLONE  (513)  861-6111 
AMOUNT  OF  GRANT:  $125,000 

UTTLE  ROCK  OFHCE 

RECIPIENT  NAME:  CORONADO 
COURTS  LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  123-94011 
CORONADO  COURTS 
PROJECT  ADDRESS:  1830  BONITA 
AVE.,  DOUGLAS,  ARIZONA  85607 
PROPERTY  CONTACT:  BEVERLY 
HOGAN  (520)  366-4637 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  FRIENDSHIP 
VILLAGE,  INC. 

PROJECT  NUMBER/NAME:  121-44075 
FRIENDSHIP  VILLAGE  APTS.  B 
PROJECT  ADDRESS:  40  FRIENDSHIP, 
SAN  FRANQSCO,  CALIFORNIA 
94115 

PROPERTY  CONTACT:  WALTER 
SCOTT  (415)  467-9701 
AMOUNT  OF  GRANT:  $123,800 
RECIPIENT  NAME:  BANNEKER 
HOMES  INC. 

PROJECT  NUMBER/NAME:  121-55036 
BANNEKER  HOMES 
PROJECT  ADDRESS;  725  FULTON, 

SAN  FRANCISCO,  CALIFORNIA 
94102 

PROPERTY  CONTACT:  AL  REYNOLDS 
(415) 693-9263 

AMOUNT  OF  GRANT:  $107,760 
RECIPIENT  NAME:  JEFFERSON 
APARTMENT  CO. 

.PROJECT  NUMBER/NAME:  082-35005 
SOUTHEAST  APARTMENTS 
PROJECT  ADDRESS:  38TH  & 
KENTUCKY  ST.,  PINE  BLUFF, 
ARKANSAS  71601 
PROPERTY  CONTACT:  DONNA 
SEXT(»J  (501)  782-7268 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME;  JEFFERSON 
MANOR  LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  082-44018 
JEFFERSON  MANOR 
PROJECT  ADDRESS;  2600  JOHN 
ASHLEY  DRIVE,  NORTH  LITTLE 
ROCK,  ARKANSAS  72114 
PROPERTY  CONTACT:  DONNA 
SEXTON  (501)  782-7268 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  ALLIED  GARDENS 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  082-44019 
ALLIED  GARDENS  ESTATES 
PROJECT  ADDRESS:  5400  JOHNSON, 
FORT  SMITH,  ARKANSAS  72901 
PROPERTY  CONTACT:  DONNA 
SEXTON  (501)  782-7268 
AMOUNT  OF  GRANT:  $125,000 


RECIPIENT  NAME:  HILLSBORO 
TOWNHOUSE  LTD.  PARTNERSHIP 
PROJECT  NUMBER/NAME;  082-35017 
HILLSBORO  TOWNHOUSE 
PROJECT  ADDRESS;  1600  E 
HILLSBORO.  EL  DORADO, 
ARKANSAS  72902 
PROPERTY  CONTACT:  DONNA 
SEXTON  (501)  782-7268 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  APOLLO  TERRACE 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME;  082-35032 
APOLLO  TERRACE 
PROJECT  ADDRESS:  4200  GILLIAM 
PARK,  LITTLE  ROCK,  ARKANSAS 
72206 

PROPERTY  CONTACT:  GEORGE  MAYS 
(501)  375-6369 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  WILSHIRE- 
SHORTER  LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  082-35002 
SHORTER  COLLEGE  GARDENS 
PROJECT  ADDRESS:  800  N  BEECH 
STREET,  LITTLE  ROCK,  ARKANSAS 
72206 

PROPERTY  CONTACT:  GEORGE  MAYS 
(501)  375-6369 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  TERRACE  GREEN 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  082-35029 
TERRACE  GREEN 
PROJECT  ADDRESS:  8223  SCOTT 
HAMILTON,  LITTLE  ROCK, 
ARKANSAS  72209  - 

PROPERTY  CONTACT:  DONNA 
SEXTON  (501)  782-7268 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  BOSTON 
FINANCIAL  aO  MR.  MILES 
HAPGOOD 

PROJECT  NUMBER/NAME:  101-94006 
WINDSOR  COURT 
PROJECT  ADDRESS:  1550  JOLIET 
STREET,  AURORA.  COLORADO 
80010 

PROPERTY  CONTACT:  RON  RAEL 
(303) 360-9916 

AMOUNT  OF  GRANT:  $117,900 
RECIPIENT  NAME:  DOUGLAS 
HOUSING  CORPORATION 
PROJECT  NUMBER/NAME:  123-35132 
CASAS  DE  ESPERANZA 
PROJECT  ADDRESS:  1135-1159  3RD  & 
BONITA.  DOUGLAS.  ARIZONA 
85607 

PROPERTY  CONTACT:  BEVERLY 
HOGAN  (520)  366-4637 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  C  &  L 
PARTNERSHIP 
PROJECT  NUMBER/NAME: 

ND990024017  C  4  L  MANOR 
20  EAST  6TH  ST 

GRAFTON,  NORTH  DAKOTA  58237 
PROPERTY  CONTACT:  GLEN 
GILLESHAMMER  (701)  352-3070 


AMOUNT  OF  GRANT:  $109,200 
RECIPIENT  NAME:  ROSALIE  G. 
WALLACE 

PROJECT  NUMBER/NAME:  064-44037 
WESLEY  CHAPEL  APARTMENTS 
PROJECT  ADDRESS:  1008  AVENUE  L, 
BATON  ROUGE,  LOUISIANA  70807 
PROPERTY  CONTACT:  ROSALIE  G. 

WALLACE  (504)  775-6638 
AMOUNT  OF  GRANT:  $123,920 
RECIPIENT  NAME:  FAIRWOOD 
MANOR  DEVELOPMENT  COMPANY 
PROJECT  NUMBER/NAME:  064-44017 
FAIRWOOD  MANOR  APARTMENTS 
PROJECT  ADDRESS:  1011  WEST  18TH 
STR,  LAKE  CHARLES,  LOUISIANA 
70601 

PROPERTY  CONTACT:  SHERIL  L. 

WINGO  (305)  566-2955 
AMOUNT  OF  GRANT:  $76,911 
RECIPIENT  NAME:  GORDON  PLAZA 
APARTMENTS 

PROJECT  NUMBER/NAME:  064-35178 
GORDON  PLAZA  APARTMENTS 
PROJECT  ADDRESS:  3251  ST. 
FERDINAND  STREET,  NEW 
ORLEANS,  LOUISIANA  70126 
PROPERTY  CONTACT:  WILBERT 
THOMAS,  SR.  (504)  945-0731 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  MARIANNA  LTD. 
PROJECT  NUNffiER/NAME:  171-35170 
THE  MARIANNA 
PROJECT  ADDRESS:  3204  W  4TH, 
KENNEWIC,  WASHINGTON  99336 
PROPERTY  CONTACT:  DOUG 
REPMAN  (206)  334-5018 
AMOUNT  OF  GRANT:  $73,247 
RECIPIENT  NAME:  MANNY  L.  NEVES 
PROJECT  NUMBER/NAME: 

WA190041005  CEDAR  VILLAGE 
6230  S.  129TH  ST 
SEATTLE.  WASHINGTON  98178 
PROPERTY  CONTACT:  MANY  L. 

NEVIS  (206)  881-7253  \ 

AMOUNT  OF  GRANT:  $117,100 
RECIPIENT  NAME:  HUNT  BUILDING 
CORPORATION 
PROJECT  NUMBER/NAME: 
TX59E000003  MASON  MANOR 
APARTMENTS 
1137  GUNTER 
AUSTIN,  TEXAS  78721 
PROPERTY  CONTACT:  DALE 
GARDNER  (915)  545-2631 
AMOUNT  OF  GRANT:  $117,492 
RECIPIENT  NAME:  BONILLA  &  SMITH 
PROJECT  NUMBER/NAME:  115-35024 
NORTHSIDE  MANOR  APARTMENTS 
PROJECT  ADDRESS:  1401  N 
ALEMEDA,  CORPUS  CRISTI,  TEXAS 
78411 

PROPERTY  CONTACT:  JOHN  CONDIT 
(210) 733-1908 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  FAIRWAY 
VILLAGE  LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  115-44006 
FAIRWAY  VILLAGE  APARTMENTS 
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PROJECT  ADDRESS:  6118  FAIRWAY 
DRIVE,  AUSTIN.  TEXAS  78741 
PROPERTY  CONTACT:  SHERRY  PUGH 

fS12l  474 _ 4242 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  ARISTOCRAT 
APARTMENTS/NCHP 
PROJECT  NUMBER/NAME:  114-44031 
ARISTOCRAT  APARTMENTS 
PROJECT  ADDRESS:  4400  W  AKPORT 
BLV.,  HOUSTON,  TEXAS  77045 
PROPERTY  CONTACT:  CHARLES 
WILKINS,  JR.  (202)  347-6247 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  PARKER  SQUARE 
APTS-C/O  NHP  PMI  INC. 

PROJECT  NUMBER/NAME:  114-44024 
PARKER  SQUARE  APARTMENTS 
PROJECT  ADDRESS:  10300  SHADY 
LANE.  HOUSTON,  TEXAS  77016 
PROPERTY  CONTACT:  CHARLES 
WILKINS,  JR.  (202)  347-6247 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  CENTENNIAL 
PARK  ARMS,  A  LIMITED 
PARTNERSHIP 

PROJECT  NUMBER/NAME:  125-44015 
CENTENNIAL  PARK  ARMS  I 
PROJECT  ADDRESS:  2627  DONNA  ST., 
NORTH  LAS  VEGAS.  NEVADA  89030 
PROPERTY  CONTACT:  TOM  PIERCE 
(702)  873-3071 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  DOMIOLE 
PROPERTY  MGT.  INVESTMENTS 
PROJECT  NUMBER/NAME: 

TX24K023002  PEAR  ORCHARD 
4365  SOUTH  4TH  STREET 
BEAUMONT,  TEXAS  77705 
PROPERTY  CONTACT:  SHARON  - 
GUIDRY  (409)  892-6604 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  SAMBELT 
DEVELOPMENT  COMPANY 
PROJECT  NUMBER/NAME:  126-35017 
FREMONT  MANOR  APARTMENTS 
PROJECT  ADDRESS:  233  N  FREMONT 
ST.,  PORTLAND,  OREGON  97227 
PROPERTY  CONTACT:  MARLYS 
LAZER  (503)  242-3614 
AMOUNT  OF  GRANT:  $94,093 
RECIPIENT  NAME:  PIEDMONT  PLAZA 
ASSOCIATES 

PROJECT  NUMBER/NAME:  126-44116 
PIEDMONT  PLAZA  APARTMENTS 
PROJECT  ADDRESS:  5700  MICHIGAN 
ST..  PORTLAND,  OREGON  97227 
PROPERTY  CONTACT:  BILL  WOOD 

fan'll  RQ*;— 2744 

AMOUNT  OF  GRANT:  $88,000 
RECIPIENT  NAME:  ECUMENICAL 
ASSOC.  FOR  HOUSING-CONTRA 
COS 

PROJECT  NUMBER/NAME:  121-55017 
CRESCENT  PARK 

PROJECT  ADDRESS:  5000  HARTNETT 
AVE.,  RICHMOND.  CALIFORNIA 
94804 

PROPERTY  CONTACT:  PEGGY 
FRANKLIN  (415)  258-1818 


AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  NORMANDY 
APARTMENT,  LTD 
PROJECT  NUMBER/NAME:  118-55012 
NORMANDY  APARTMENTS 
PROJECT  ADDRESS:  6221  E  38  ST., 
TULSA,  OKLAHOMA  74135 
PROPERTY  CONTACT:  A.C. 

CUNNINGHAM  (405)  236-8332 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  CONCORD 
VILLAGE.  INC. 

PROJECT  NUMBER/NAME:  123- 
55002,4,5,6,7  CONCORD  VILL.  COOP 
PROJECT  ADDRESS:  631  E 
LEXINGTON  PL.,  TEMPE,  ARIZONA 
85281 

PROPERTY  CONTACT:  GEORGIA 
TABOR  CONRAD  (602)  946-^271 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  HOUSING 
AUTHORITY  OF  THE  CITY  OF  LAS 
CRUCES 

PROJECT  NUMBER/NAME: 
NM020002004  HOUSING 
AUTHORITY  APTS, 

926  S.  SAN  PEDRO 
LAS  CRUCES,  NEW  MEXICO  88001 
PROPERTY  CONTACT:  DAVE 
ROBERTS  (505)  526-5541 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  CRESCENT 
MANOR  ASSO,  A  LIMITED 
PARTNERSHIP 

PROJECT  NUMBER/NAME:  136-44281 
VILLAGE  EAST  APTS. 

PROJECT  ADDRESS:  2501  EAST 
LAFAYETTE  ST.,  STOCKTON, 
CALIFORNIA  95205 
PROPERTY  CONTACT:  GAIL  MADSEN 
(916) 448-1172 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  ROBERT  LAIRD 
PROJECT  NUMBER/NAME:  136-55010 
FLORIN  MEADOWS  I  &  !I 
PROJECT  ADDRESS:  7301  29TH  ST., 
SACRAMENTO,  CAUFORNIA  95822 
PROPERTY  CONTACT:  JOHN 
BERKLEY  (916)444-9300 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  HOWARD  E. 
BOARD 

PROJECT  NUMBER/NAME:  136-35631/ 
35652  COUNTRYWOOD  VILL.& 

EAST 

PROJECT  ADDRESS:  5500  MACK 
ROAD,  SACRAMENTO,  CALIFORNIA 
95823 

PROPERTY  CONTACT:  RICHARD 
FISHER  (415)  571-2250 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  JACKIE  ROBINSON 
APARTMENTS,  INC. 

PROJECT  NUMBER/NAME:  121-44023 
JACKIE  ROBINSON  GARDEN  APTS. 
PROJECT  ADDRESS:  1340  HUDSON 
AVE.,  SAN  FRANQSCO. 
CALIFORNIA  94124 
PROPERTY  CONTACT:  JOHN 
STEWART  (415)  391-5321 


AMOUNT  OF  GRANT:  $85,078 
RECIPIENT  NAME;  FRIENDSHIP 
VILLAGE,  INC. 

PROJECT  NUMBER/NAME:  121-44032 
FRIENDSHIP  VILLAGE  APTS.  I 
PROJECT  ADDRESS:  40  FRIENDSHIP, 
SAN  FRANCISCO,  CALIFORNIA 
94115 

PROPERTY  CONTACT:  WALTER 
SCOTT  (415)  467-9701 
AMOUNT  OF  GRANT:  $123,800 

KNOXVILLE  OFFICE 

RECIPIENT  NAME:  KNOXVILLE'S 
COMMUNITY  DEVELOPMENT 
CORPORATION 
PROJECT  NUMBER/NAME: 
TN378023002  COLLEGE  HILLS 
APTS. 

2121  RIDGEBROOK  LANE 
KNOXVILLE,  TENNESSEE  37921 
PROPERTY  CONTACT:  GAIL  GILUSPIE 
(423)  594-8650/521-8770 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  HOBSON  GROVE 
ASSOCIATES,  LIMITED 
PROJECT  NUMBER/NAME:  083-44060 
HOBSON  GROVE  APARTMENTS 
PROJECT  ADDRESS:  901  JACKSON  ST.. 
BOWLING  GREEN,  KENTUCKY 
42101 

PROPERTY  CONTACT:  MARILYN 
DOWNEY  (502)  781-4511 
AMOUNT  OF  GRANT:  $79,827 
RECIPIENT  NAME:  HAVERSHAM 
APARTMENTS,  LTD 
PROJECT  NUMBER/NAME:  062-44062 
SUMMIT  RIDGE  APARTMENTS 
PROJECT  ADDRESS:  149  HAVERSHAM 
DRIVE,  BIRMINGHAM,  ALABAMA 
35215 

PROPERTY  CONTACT:  JOANN 
FRAZIER  (205)  854-5331 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME;  NEW  BREEZY 
POINT  APARTMENTS  ASSOCIATES 
PROJECT  NUMBER/NAME:  081-44017 
NEW  BREEZY  POINT  APTS. 
PROJECT  ADDRESS:  2801  RAJA  ROAD, 
MEMPHIS,  TENNESSEE  38127 
PROPERTY  CONTACT:  IRENE  HALE 
(901)  358-1328 

AMOUNT  OF  GRANT;  $109,265 
RECIPIENT  NAME:  BONHOMIE  APTS. 

LTD  C/O  J.  EDWARD  TURNER 
PROJECT  NUMBER/NAME:  065-35214 
BONHOMIE  APARTMENTS 
PROJECT  ADDRESS;  1810  COUNTRY 
CLUB  RD.,  HATTIESBURG, 
MISSISSIPPI  39401 
PROPERTY  CONTACT:  PEGGY 
FLUKER  (601)  544-9733 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  FOX  RIDGE 
APARTMENTS.  LIMITED 
PROJECT  NUMBER/NAME;  061-35307 
FOXRIDGE  APARTMENTS 
PROJECT  ADDRESS:  E-5 
PACKINGHOUSE  ROAD, 
STATESBORO,  GEORGIA  30458 
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PROPERTY  CONTACT:  MARTHA 
BROWN  (912)  764-6797 
AMOUNT  OF  GRANT:  $117,620 
WECIPIENT  NAME:  MONTBLANC 
GARDENS 

PROJECT  NUMBER/NAME: 
R^6R000015  MONTBLANC 
GARDENS 
BO  SUSA  BAJA 
YAUCO,  PUERTO  RICO  00698 
PROPERTY  CONTACT:  EBEOIN 
MOGICE  (809)  722-1741 
AMOUNT  OF  GRANT:  $124,500 
RECIPIENT  NAME:  HOMES  OF 
OAKRIDGE  AND  DES  MOINES  AREA 
COUNCIL  OF  CHURCHES 
PROJECr  NUMBER/NAME:  074-35003 
DMACC  HOMES  OF  OAKRIDGE 
PROJECT  ADDRESS:  1236  OAKRIDGE 
DRIVE,  DES  MOINES,  IOWA  50314 
PROPERTY  CONTACT:  MARGARET 
TOOMEY  (515)  244-7702  Xl43 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  HILL  TOP  VILLAGE 
ASSOCIATES 

PROJECT  NUMBER/NAME:  063-35019 
HILLTOP  VILLAGE 

PROJECT  ADDRESS:  1646  W  45TH  ST., 
JACKSONVILLE,  FLORIDA  32208 
PROPERTY  CONTACT:  KATHY 
REVELL  (904)  764-7796 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  GRIER  PARK,  A 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  053-35449 
GRIER  PARK 

PROJECT  ADDRESS:  3424  OAK  ARBOR 
LANE,  CHARLOTTE,  NORTH 
CAROLINA  28205 
PROPERTY  CONTACT:  DAWN 
CHAPMAN  (704)  334-8026 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  LINCOLN 
REDEVELOPMENT  CORP  LIMITED 
PROJECT  NUMBER/NAME:  084-44027 
LINCOLN  GARDENS 
PROJECT  ADDRESS:  1700  E  22ND  ST., 
KANSAS  CITY,  MISSOURI  64108 
PROPERTY  CONTACT:  DEBBIE 
JOHNSON  (816)  842-1266 
AMOUNT  OF  GRANT:  $122,922 
RECIPIENT  NAME:  BFTG  LAKESHORE 
n  APARTMENT  ASSOCIATES 
PROJECT  NUMBER/NAME:  054-55014 
LAKESHORE  U  APARTMENTS 
PROJECT  ADDRESS:  RT.  13,  LAKESIDE 
ROAD,  GREENVILLE,  SOUTH 
CAROLINA  29611 

PROPERTY  CONTACT:  JEAN  FARMER 
(802) 277-6687 

AMOUNT  OF  GRANT:  $124,932 
RECIPIENT  NAME:  TOMMIE  ROSE 
GARDENS  APTS.  JOINT  VENTURE 
PROJECT  NUMBER/NAME:  103-35065 
TOMMIE  ROSE  GARDENS  APTS. 
PROJECT  ADDRESS:  2400  N  34TH 
AVE.,  OMAHA,  NEBRASKA  68111 
PROPERTY  CONTACT:  ROMONA 
BOONE  (402)  451-7300 


AMOUNT  OF  GRANT:  $100,602 
RECIPIENT  NAME:  PARKER  SQUARE 
UMnTD 

PROJECT  NUMBER/NAME:  084-44107 
PARKER  SQUARE 

PROJECT  ADDRESS:  1051  BASIE  ST., 
KANSAS  CITY,  MISSOURI  64106 
PROPERTY  CONTACT:  BOLAJI  SIFFRE 
(816) 421-5457 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  BOULEVARD 
ASSOCIATES 

PROJECT  NUMBER/NAME:  084-35277 
BOULEVARD  VILLAGE 
PROJECT  ADDRESS:  3218  HARDESTY 
DRIVE,  KANSAS  CITY,  MISSOURI 
64128 

PROPERTY  CONTACT:  JAMES  FULLER 
(816) 861-1200 

AMOUNT  OF  GRANT:  $100,550 
RECIPIENT  NAME:  PLAZA  PARK  LTD. 
PTR. 

PROJECT  NUMBER/NAME:  102-92005 
VALLEY  VIEW  DBA  PLAZ^A  PARK 
PROJECT  ADDRESS:  2940  RALPH 
BUNCHE  DRIVE,  LEAVENWORTH, 
KANSAS  66048 

PROPERTY  CONTACT:  F.  PATRICK 
DOUGHERTY  (913)  651-2967 
AMOUNT  OF  GRANT:  $82,505 
RECIPIENT  NAME:  STRAWBERRY 
CREEK  ASSOCIATES  LIMITED 
PROJECT  NUMBER/NAME:  063-35073 
OAKWOOD  VILLA 
PROJECT  ADDRESS:  8201  KONA 
AVENUE,  JACKSONVILLE,  FLORIDA 
32211 

PROPERTY  CONTACT:  PAMELA 
LAPORTE  (904)  725-7566 
AMOUNT  OF  GRANT:  $116,803 
RECIPIENT  NAME:  FIRST 
FARMINGTON  APTS.  A  LIMITED 
PARTNERSHIP 

PROJECT  NUMBER/NAME:  053-44084 
FIRST  FARMINGTON  APTS 
PROJECT  ADDRESS:  226  BRENTWOOD 
ST.,  HIGH  POINT,  NORTH 
CAROLINA  27260 

PROPERTY  CONTACT:  KAREN  HILL 
(910) 883-4528 

AMOUNT  OF  GRANT:  $115,782 
RECIPIENT  NAME:  CORNEUUS 
VILLAGE,  A  LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME: 

NC19R000061  CORNEUUS  VILLAGE 
19315  MERIDAN  STREET 
CORNELIUS,  NORTH  CAROUNA 
28301 

PROPERTY  CONTACT:  KRIS  FINCHER 
(704) 892-3912 

AMOUNT  OF  GRANT:  $124,070 
RECIPIENT  NAME:  CENTURY  PACmC 
HOUSING  PARTNERSHIP  IX 
PROJECT  NUMBER/NAME:  102-44032 
WINDRIDGE 

PROJECT  ADDRESS:  2502  WILDWOOD 
LANE,  WICHITA,  KANSAS  67217 
PROPERTY  CONTACT:  JULIE 
ANDERSON  (316)  942-4286 


AMOUNT  OF  GRANT:  $116,634 
RECIPIENT  NAME:  NEWGATE,  A 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  053-44257 
NEWGATE  GARDENS 
PROJECT  ADDRESS:  605D  GRANBY 
ST.,  HIGH  POINT,  NORTH 
CAROLINA  27260 
PROPERTY  CONTACT:  SANDRA 
DUBOSE  (910)  886-5528 
AMOUNT  OF  GRANT:  $120,882 
RECIPIENT  NAME:  GATEWOOD 
MANOR  LIMITED 

PROJECT  NUMBER/NAME:  053-35404 
ROCHELLE  MANOR 
PROJECT  ADDRESS:  1238  LOLLY 
LANE,  DURHAM,  NORTH 
CAROLINA  27702 
PROPERTY  CONTACT:  INGRID 
HARMON  (919)  598-1396 
AMOUNT  OF  GRANT:  $124,358 
RECIPIENT  NAME:  STONECROFTS 
ASSOCIATES,  LTD 
PROJECT  NUMBER/NAME:  053-35309 
STONECROFT  VILLAGE  APTS 
PROJECT  ADDRESS:  1001  FAREWELL 
ST+RAGAN  ST+SCATTERED  SITES, 
GASTONIA,  NORTH  CAROLINA  , 
28052 

PROPERTY  CONTACT:  ANNETTE 
FAULKNER  (704)  861-0793 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  DOVE  MEADOWS 
PROJECT  NUMBER/NAME:  053-35479 
DOVE  MEADOWS 

PROJECT  ADDRESS:  240  SOUTHERN 
BLVD.,  DURHAM,  NORTH 
CAROLINA  28401 
PROPERTY  CONTACT:  MIKE 
VANDERGRIFT  (910)  762-4442 
AMOUNT  OF  GRANT:  $68,620 
RECIPIENT  NAME:  CREEK  ROAD 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  053-44059 
CHEEK  ROAD  APARTMENTS 
PROJECT  ADDRESS:  1835  CHEEK 
ROAD,  DURHAM,  NORTH 
CAROLINA  27702 
PROPERTY  CONTACT;  MADGE 
GUPTON  (919)  682-2701 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  WESTVIEW 
VALLEY,  A  LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME;  053-35179 
WESTVIEW  VALLEY 
PROJECT  ADDRESS:  436  GUILFORD 
COLLEGE  ROAD,  GREENSBORO, 
NORTH  CAROLINA  27510 
PROPERTY  CONTACT:  KIM  MELVIN 
(910) 299-9778 

AMOUNT  OF  GRANT:  $119,109 
RECIPIENT  NAME:  STANLEY 
SQUARE,  A  LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  053-35367 
STANLEY  SQUARE  APTS 
PROJECT  ADDRESS:  814  NORTH  BUCK 
OAK  ST.,  STANLEY,  NORTH 
CAROLINA  28164 
PROPERTY  CONTACT:  RHONDA 
GREENE  (704)  263-1000/DANA 
ROBERTSON  (704)  263-2577 
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AMOUNT  OF  GRANT:  $124,400 
RECIPIENT  NAME:  HOLLY  RIDGE,  A 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  053-35322 
HOLLY  RIDGE 

PROJECT  ADDRESS:  406  BLDG  6 
SINCLAIR  STREET,  LUMBERTON, 
NORTH  CAROLINA  28358 
PROPERTY  CONTACT:  DELORIS 
MCCOY  (910)  738-5430 
AMOUNT  OF  GRANT:  $77,903 
RECIPIENT  NAME:  COMMERCIAL 
INVESTMENT  GREEN  PARK,  INC. 
PROJECT  NUMBER/NAME:  102-44012 
GREEN  PARK  APARTMENTS 
PROJECT  ADDRESS:  1439  N 
CALHOUN,  JUNCTION  CITY, 
KANSAS  66441 

PROPERTY  CONTACT-  BARBARA 
GILL  (816) 842-1266 
AMOUNT  OF  GRANT:  $97,400 
RECIPIENT  NAME:  EASTWIND 
APARTMENTS 
PROJECT  NUMBER/NAME: 
FL290015001  EASTWIND 
APARTMENTS 
240  SOMBRERO  RD 
MARATHON,  FLORIDA  33050 
PROPERTY  CONTACT:  NOELLA 
CARBONELL  (305)  296-5621 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  ARLINGTON 
APARTMENTS,  INC. 

PROJECT  NUMBER/NAME:  067-35043 
BRIARSTONE  APARTMENTS 
PROJECT  ADDRESS:  3034  LIPSCOMB 
STREET,  MELBOURNE,  FLORIDA 
32901 

PROPERTY  CONTACT:  JUDY  PARKER 
(407) 876-2427 

AMOUNT  OF  GRANT:  $42,200 
RECIPIENT  NAME:  WESTWICK  B 
LIMITED  • 

PROJECT  NUMBER/NAME:  065-44004 
WESTWICK  I  &  n 
PROJECT  ADDRESS:  348  FLAG 
CHAPEL  RD.,  JACKSON, 

MISSISSIPPI  39209 
PROPERTY  CONTACT:  DORIS 
MURRAY  (601)  922-8247 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  JONES  WALKER 
PALM  GARDENS  JOINT  VENTURE 
PROJECT  NUMBER/NAME:  066-35038 
JAMES  WALKER  PALM  GARDENS 
PROJECT  ADDRESS:  2909  BLOUNT 
ST.,  FT.  MYERS,  FLORIDA  33901 
PROPERTY  CONTACT:  UNDA  STEELE 
(813) 334-7305 

AMOUNT  OF  GRANT:  $102,736 
RECIPIENT  NAME:  ROYAL  ARMS 
APARTMENTS 
PROJECT  NUMBER/NAME: 
TN40H112007  ROYAL  ARMS 
APARTMENTS 
1580  NORTH  ROYAL  ST 
JACKSON,  TENNESSEE  38301 
PROPERTY  CONTACT:  CHRISTINE 
REED  (615)  297-8281 


AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  NATIONAL 
HOUSING  PARTNERSHIP 
PROJECT  NUMBER/NAME:  061-44169 
GREATER  MOUNT  CALVARY  APTS. 
PROJECT  ADDRESS:  259  RICHARDSON 
ST.,  ATLANTA,  GEORGIA  30312 
PROPERTY  CONTACT:  ANITA  HALE 
(404)524-0286 

AMOUNT  OF  GRANT:  $96,138 
RECIPIENT  NAME:  HURBELL  B, 
LIMITED  PARTNERSHff,  ALP 
PROJECT  NUMBER/NAME:  054-44049 
ANDERSON  GARDENS 
PROJECT  ADDRESS:  110  HOWARD 
LANE,  ANDERSON,  SOUTH 
CAROLINA  29621 
PROPERTY  CONTACT:  ANTONIO 
ALLEN  (803)  226-2475 
AMOUNT  OF  GRANT:  $125,000 

BUFFALO  OFFICE 

RECfflENT  NAME:  NORTHGATE 
HOUSING  LIMITED  PARTNERSHff 
PROJECT  NUMBER/NAME:  026-55001/ 
55002  NORTHGATE/GREENFIELD 
APTS. 

PROJECT  ADDRESS:  275  NORTHGATE 
ROAD,  BURLINGTON,  VERMONT 
05401 

PROPERTY  CONTACT:  SUSI  TAYLOR 
(802)  658-2744 

AMOUNT  OF  GRANT:  $124,278 
RECfflENT  NAME:  PROVBDENCE 
BUILDING  SANITARY  EDUCATION 
ASSN 

PROJECT  NUMBER/NAME:  016-55003 
WIGGIN  VB.LAGE 

PROJECT  ADDRESS:  207  CRANSTON 
ST.,  PROVB3ENCE,  RHODE  ISLAND 
PROPERTY'  CONTACT:  JACQUELYN 
MCDONALD  (508)  996-0449 
AMOUNT  OF  GRANT:  $125,000 
RECB»IENT  NAME:  BERMUDA  RUN 
LIMITED  PARTNERSHB* 

PROJECT  NUMBER/NAME:  051-35267 
BERMUDA  RUN  APTS  PHASE  I 
PROJECT  ADDRESS:  2700-2720 
MARTINGALE  RD/15101-15105 
LORIMER  RD.,  COLONIAL  HEIGHTS, 
VBIGINIA  23834 
PROPERTY  CONTACT:  SARAH 
SALESBEE  (804)  520-4277 
AMOUNT  OF  GRANT:  $125,000 
RECBTENT  NAME:  CAROL  A.  MASON, 
BERMUDA  RUN  B  UMITED 
PARTNERSHff 

PROJECT  NUMBER/NAME:  051-35316 
BERMUDA  RUN  APTS  PHASE  B 
PROJECT  ADDRESS:  2609  (2600-2608) 
MANGOWOOD  DR.,  COLONIAL 
HEIGHTS,  VmGINlA  23834 
PROPERTY  CONTACT:  SARAH 
SALESBEE  (804)  520-4277 
AMOUNT  OF  GRANT:  $125,000 
RECfflENT  NAME:  GREENWB.LOW 
ASSOCIATES  LIMITED 
PARTNERSHff 

PROJECT  NUMBER/NAME:  052-44153 
GREENWILLOW  MANOR  APTS. 


PROJECT  ADDRESS:  900-920 
PENNSYLVANIA  AVE.,  BALTIMORE, 
MARYLAND  21201 
PROPERTY  CONTACT:  EDGEWOOD 
MGT  (301)  654-9110/LARRY  DAVIS 
(410) 728-6100 

AMOUNT  OF  GRANT:  $125,000 
RECfflENT  NAME:  ELUOT  BERNOLD, 
PRES,  EDGEWOOD  MANAGEMENT 
CORPORATION 

PROJECT  NUMBER/NAME:  052-44197 
WOODLAND  STREET  APTS. 

PROJECT  ADDRESS:  1300-1510  EVEN 
PENNSYLVANIA  AVE/1501-1513&1/ 
2  ARGYLE  AVE.,  BALTB^ORE, 
MARYLAND  21201 
PROPERTY  CONTACT:  EDGEWOOD 
MGT  (301)  654-9110/LARRY  DAVIS 
(410)  728-6100 

AMOUNT  OF  GRANT:  $125,000 
RECfflENT  NAME:  NATIONAL 
HOUSING  PARTNERSHff 
PROJECT  NUMBER/NAME:  034--14171 
SHERMAN  HILLS  APARTMENTS 
PROJECT  ADDRESS:  300  PARKVIEW 
QRCLE,  WB.KES-BARRE, 
PENNSYLVANIA  18702 
PROPERTY  CONTACT:  DARLENE 
LAUMEYER  (717)  823-5124 
AMOUNT  OF  GRANT:  $49,175 
RECIPIENT  NAME:  HOUSING  AND 
NEIGHBORHOOD  DEVELOPMENT 
SERVICES 

PROJECT  NUMBER/NAME:  033-35020 
FmST  ERIE  BETTER  HOUSING  EAST 
PROJECT  ADDRESS:  16TH  & 

HOLLAND  STS.,  ERIE, 
PENNSYLVANIA  16503 
PROPERTY  CONTACT:  CHARLES 
SCAUSE/JENNffER  MARTIN  (814) 
459-1047 

AMOUNT  OF  GRANT:  $29,944 
RECfflENT  NAME:  HOUSING  AND 
NEIGHBORHOOD  DEVELOPMENT 
SERVICES 

PROJECT  NUMBFJUNAME:  033-44098 
FBIST  ERIE  BETTER  HOUSING 
WEST 

PROJECT  ADDRESS:  16TH  & 
HOLLAND  STS.,  ERIE, 
PENNSYLVANIA  16503 
PROPERTY  CONTACT:  CHARLES 
SCAUSE/JENNffER  MARTIN  (814) 
459-1047 

AMOUNT  OF  GRANT:  $29,944 
RECIPIENT  NAME:  HOUSING  AND 
NEIGHBORHOOD  DEVELOPMENT 
SERVICES 

PROJECT  NUMBER/NAME:  033-35008 
FBIST  ERIE  BETTER  HOUSING  OLD 
PROJECT  ADDRESS:  16TH  & 
HOLLAND  STS.,  ERIE, 
PENNSYLVANIA  16503 
PROPERTY  CONTACT:  CHARLES 
SCALISE/JENNIFER  MARTIN  (814) 
459-1047 

AMOUNT  OF  GRANT:  $17,967 
RECIPIENT  NAME:  CAPITOL  GREEN 
HOUSING  CORPORATION 
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PROJECT  NUMBER/NAME: 
DE26H004002  CAPITOL  GREEN 
APTS. 

479  RIVER  ROAD 
DOVER,  DELAWARE  19901 
PROPERTY  CONTACT:  WANDA  L. 

RHODES  (302)  629-8751/629-8580 
AMOUNT  OF  GRANT:  $20,595 
RECIPIENT  NAME:  HEWES  MEWS 
ASSOCIATES 

PROJECT  NUMBER/NAME:  012-57124 
HEWES  MEWS 

PROJECT  ADDRESS:  393  S  3  ST., 
BROOKLYN,  NEW  YORK  11106-4928 
PROPERTY  CONTACT:  ARMONDO 
GUZMAN  (718)  983-0610 
AMOUNT  OF  GRANT:  $124,980 
RECIPIENT  NAME:  JACKSON 
TERRACE  ASSOCIATES 
PROJECT  NUMBER/NAME:  012-35088 
JACKSON  TERRACE 
PROJECT  ADDRESS:  100  TERRACE 
AV.,  HEMPSTEAD,  NEW  YORK 
11550 

PROPERTY  CONTACT:  COSTEN 
HARGETT  (516)  292-0404 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  236-1 
A<j<innATK‘j 

PROJECT  NUMBER/NAME:  012- 
07SLA,  909SLA,  lOSLA,  llSLA 
355  SOUTH  2ND  STREET 
BR(X)KLYN,  NEW  YORK  11211 
PROPERTY  CONTACT:  HUNTER 
CUSHING  (718)  274-5000 
AMOUNT  OF  GRANT:  $124,9500 
RECIPIENT  NAME:  DEVELOPMENT 
ASSCXIATES  (BUFF) 

PROJECT  NUMBER/NAME:  01202SLA 
269  SOUTH  SECOND  STREET 
(BUFF) 

269  SOUTH  1ST  STREET 
BRCXDKLYN,  NEW  YORK  11106-4928 
PROPERTY  CONTACT:  HUNTER 
CUSHING  (718)  274-5000 
AMOUNT  OF  GRANT:  $122,247 
RECIPIENT  NAME:  LAMBERT  HOUSES 
REDEVELOPMENT  COMPANY 
PROJECT  NUMBER/NAME:  012-55250 
LAMBERT  HOUSE  EAST 
PROJECT  ADDRESS:  1046-50 
E180&1075-7  E179,  BRONX,  NEW 
YORK  10460 

PROPERTY  CONTACT:  ROBERT 
PINCUS  (212)  243-9090  X2040 
AMOUNT  OF  GRANT:  $125,000 
REC3PIENT  NAME:  LAMBERT  HOUSES 
REDEVELOPMENT  COMPANY 
PROJECT  NUMBER/NAME:  012-55125 
LAMBERT  HOUSE  NORTH 
PROJECT  ADDRESS:  2123  BOSTON 
RD-1016BXPKS,  BRONX,  NEW 
YORK  10460 

PROPERTY  CONTACT:  ROBERT 
PINCUS  (212)  243-9090  X2040 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  LAMBERT  HOUSES 
REDEVELOPMENT  COMPANY 
PROJECT  NUMBER/NAME:  012-55240 
LAMBERT  HOUSE  SOUTH 


PROJECT  ADDRESS:  997-99  El  794986- 
96  E  180,  BRONX,  NEW  YORK  10460 
PROPERTY  CONTACT:  ROBERT 
PINCUS  (212)  243-9090  X2040 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  FOX  HILLS 
ASSOCIATES 

PROJECT  NUMBER/NAME:  012-55001 
FOX  HILLS  APARTMENTS 
PROJECT  ADDRESS:  320/350 
VANDERBILT  AVE.,  STATEN 
ISLAND,  NEW  YORK  10304 
PROPERTY  CONTACT:  INGRID 
CUNNINGHAM  (718)  273-7311 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  LEVTTT-SOBOL 
PARTNERSHIP 
PROJECT  NUMBER/NAME: 

NJ39H085065  BRIGANTINE  HOMES 
1062  BRIGANTINE  BLVD 
ATLANTIC  CITY,  NEW  JERSEY  08401 
PROPERTY  CONTACT:  DENNIS 
BASSFORD  (609)  344-7069 
AMOUNT  OF  GRANT:  $107,300 
RECIPIENT  NAME:  NIA  ASSOCIATES 
PROJECT  NUMBER/NAME: 

NJ39H085129  NIA  APARTMENTS 
130  PAMPHYLIA  AVE/BLDG  18 
BRIDGETON,  NEW  JERSEY  08302 
PROPERTY  CONTACT:  ROSE  HARPER 
(609) 451-0116 

AMOUNT  OF  GRANT:  $123,800 
RECIPIENT  NAME:  LEVITT-SOBOL 
PARTNERSHIP 

PROJECT  NUMBER/NAME:  035-35001 
TOWNHOUSE  TERRACE  EAST  H 
PROJECT  ADDRESS:  925  CASPIAN 
AVENUE,  ATLANTIC  CITY,  NEW 
JERSEY  08401 

PROPERTY  CONTACT:  EDDY 
STODDARD  (609)  347-7174 
AMOUNT  OF  GRANT:  $97,100 
RECIPIENT  NAME:  LEVITT-SOBOL 
PARTNERSHIP 

PROJECT  NUMBER/NAME:  035-44004 
ATLANTIC  VILLAS 
PROJECT  ADDRESS:  818K  NORTH 
MARYLAND  AVE.,  ATLANTIC  CITY, 
NEW  JERSEY  08401 
PROPERTY  CONTACT:  DENISE 
HUBBARD  (609)  347-9210 
AMOUNT  OF  GRANT:  $124,365 
RECIPIENT  NAME:  LEVITT-SOBOL 
PARTNERSHIP 

PROJECT  NUMBER/NAME:  035-55010 
TOWNHOUSE  TERRACE  WEST 
PROJECT  ADDRESS:  732A  NORTH 
MARYLAND  AVE.,  ATLANTIC  CITY, 
NEW  JERSEY  08401 
PROPERTY  CONTACT:  EDDY 
STODDARD  (609)  347-7174 
AMOUNT  OF  GRANT:  $124,000 
RECIPIENT  NAME:  HIGH  PARK 
GARDENS  COOPERATIVE  CORP. 
PROJECT  NUMBER/NAME:  031-55009 
HIGH  PARK  GARDENS  I 
PROJECT  ADDRESS:  108  SPRUCE 
STREET,  NEWARK,  NEW  JERSEY 
07108 


PROPERTY  CONTACT:  BLONNIE 
WATSON  (201)  623-3155 
AMOUNT  OF  GRANT:  $120,535 
RECIPIENT  NAME:  HIGH  PARK 
GARDENS  COOPERATIVE  CORP. 
PROJECT  NUMBER/NAME:  031-55010 
HIGH  PARK  GARDENS  B 
PROJECT  ADDRESS:  108  SPRUCE 
STREET,  NEWARK,  NEW  JERSEY 
07108 

PROPERTY  CONTACT:  BLONNIE 
WATSON  (201)  623-3155 
AMOUNT  OF  GRANT:  $120,535 
RECIPIENT  NAME:  BRICK  TOWERS 
ASSOCIATES,  L.P. 

PROJECT  NUMBER/NAME:  031-94002 
BRICK  TOWERS 

PROJECT  ADDRESS:  685  HIGH  ST/83 
MILFORD,  NEWARK,  NEW  JERSEY 
07104 

PROPERTY  CONTACT:  MEIR  HERTZ 
(908) 905-8588 

AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  MADISON  PARK 
HOUSING  CORPORATION 
PROJECT  NUMBER/NAME:  023-35245 
MADISON  PARK  VILLAGE 
PROJECT  ADDRESS:  122  DEWITT  DR  + 
SHAWMUT  AVE.,  ROXBURY, 
MASSACHUSETTS  02120 
PROPERTY  CONTACT:  DIANNA  J. 
KELLY  (617)  449-7887/(617)  445- 
8338 

AMOUNT  OF  GRANT:  $124,980 
RECIPIENT  NAME:  WAYNE  APTS. 

PROJECT  LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  023-12007 
WAYNE  APARTMENTS 
PROJECT  ADDRESS:  30-58  FRANKLIN 
HILL  AVE+SCATTERED  SITES, 
ROXBURY,  MASSACHUSETTS 
02119 

PROPERTY  CONTACT:  LYNN 
WHIPPLE  (617)  445-8117 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  HARBOR  POINT 
APARTMENTS  COMPANY 
PROJECT  NUMBER/NAME:  023-36602 
HARBOR  POINT  APARTMENTS 
PROJECT  ADDRESS:  ONE  NORTH 
POINT  DRIVE,  DORCHESTER, 
MASSACHUSETTS  02125 
PROPERTY  CONTACT:  ETTA 
JOHNSON  (617)  288-5701 
AMOUNT  OF  GRANT:  $124,920 
RECIPIENT  NAME:  URBAN  EDGE 
HOUSING  CORPORATION 
PROJECT  NUMBER/NAME:  023-55168 
JAMAICA  PLAIN  APARTMENTS 
PROJECT  ADDRESS:  620  CENTRE 
STREET,  ROXBURY, 
MASSACHUSETTS  02119 
PROPERTY  CONTACT:  LEROY 
STODDARD  (617)  288-5701 
AMOUNT  OF  GRANT:  $125,000 
RECIPIENT  NAME:  EASTGATE 
APARTMENTS  ASSOCIATES 
PROJECT  NUMBER/NAME: 
MA06H058107  BAY  MEADOW 
APTS. 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Notices 


44323 


100  BAY  MEADOW  ROAD 
SPRINGFIELD,  MASSACHUSETTS 
01109 

PROPERTY  CONTACT:  PAULA  HATCH 
(413) 733-3316 

AMOUNT  OF  GRANT:  $92,259 
RECIPIENT  NAME:  VILLA  NUEVA 
VISTA  ASSOCIATES 
PROJECT  NUMBER/NAME:  023-35253 
VILLA  NUEVA  VISTA/ 
CUMBERLAND  VILLAGE 
PROJECT  ADDRESS:  36  CUMBERLAND 
STREET,  SPRINGFIELD, 
MASSACHUSETTS  01107 
PROPERTY  CONTACT:  SHARON 
STARINOVICH  (413)  737-7748 
AMOUNT  OF  GRANT:  $112,137 
RECIPIENT  NAME:  CHESTNUT  PARK 
ASSOCIATES 

PROJECT  NUMBER/NAME:  023-126N 
CHESTNUT  STREET  APARTMENTS 

68  HARRISON  AVENUE 
SPRINGFIELD,  MASSACHUSETTS 

01103 

PROPERTY  CONTACT:  STEVEN 
DONATO  (413)  731-0900 
AMOUNT  OF  GRANT:  $118,514 
RECIPIENT  NAME:  COBBET  HILL 
ASSOCIATES 
PROJECT  NUMBER/NAME: 
MA06K023001  COBBET  HILL 
APARTMENTS 
498  ESSEX  ST/SUITE  125 
LYNN.  MASSACHUSETTS  01902 
PROPERTY  CONTACT:  AUSON 
LEVINS  (617)  581-2180 
AMOUNT  OF  GRANT:  $72,219 
RECIPIENT  NAME:  JARVIS  HEIGHTS 
APARTMENTS  ASSOCIA'rES 
PROJECT  NUMBER/NAME:  023-045NI 
JARVIS  HEIGHTS  APARTMENTS 
GERARD  WAY 

HOLYOKE,  MASSACHUSETTS  01040 
PROPERTY  CONTACT:  ANN  BEREZIN 
(413) 539-9500 

AMOUNT  OF  GRANT:  $47,000 
RECIPIENT  NAME:  RIVERPLACE  - 
APARTMENTS  LTD.  PARTNERSHIP 
PROJECT  NUMBER/NAME: 
MA06K005005  RIVERPLACE 
APARTMENTS 

69  SUFFOLK  ST 

HOLYOKE.  MASSACHUSETTS  01040 
PROPERTY  CONTACT:  ANN  BEREZIN 
(413) 539-9500 

AMOUNT  OF  GRANT:  $47,000 
RECIPIENT  NAME:  SARGEANT  WEST 
APARTMENTS 

PROJECT  NUMBER/NAME:  023-44199 
SARGEANT  WEST  APARTMENTS 
PROJECT  ADDRESS:  151  WEST  ST.. 
HOLYOKE,  MASSACHUSETTS 
01040 

PROPERTY  CONTACT:  ANN  BEREZIN 
(413) 539-9500 

AMOUNT  OF  GRANT:  $47,000 
RECIPIENT  NAME:  SHORELINE 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  014-01NI 
SHORELINE  I 


200  NIAGARA  STREET 
BUFFALO.  NEW  YORK  14201 
PROPERTY  CONTACT:  PEARL  JONES 
(716) 852-2027 

AMOUNT  OF  GRANT:  $121,080 
RECIPIENT  NAME:  WATERFRONT 
LIMITED  PARTNERSHIP 
PROJECT  NUMBER/NAME:  014-02NI 

shoreunt:  n 

200  NIAGARA  STREET 
BUFFALO,  NEW  YORK  14201 
PROPERTY  CONTACT:  PEARL  JONES 
(716) 852-2027 

AMOUNT  OF  GRANT:  $121,080 
RECIPIENT  NAME:  ONODAGA 
HILLTOP  HOMES  C/O  M.B.  GROUP 
PROJECT  NUMBER/NAME: 
NY06A004001  ROLLING  GREEN 

ESTATES  _ 

2005  EAST  FAYETTE  ST 
SYRACUSE,  NEW  YORK  13224 
PROPERTY  CONTACT:  DARNELL 
MOODY  (315)  475-5027 
AMOUNT  OF  GRANT:  $5,000 

(FR  Doc.  96-21899  Filed  8-27-96;  8:45  am] 
BILUNG  CODE  4210-27-P 


[Docket  No.  FR-4052-N-03] 

Office  of  the  Assistant  Secretary  for 
Housing — Federal  Housing 
Commissioner;  Notice  of  Amended 
Allocation  for  Pittsburgh  HUD  Office 
Under  the  Fiscal  Year  1996  Notice  of 
Funding  Availability  (NOFA)  for 
Supportve  Housing  for  the  Elderly 

agency:  Office  of  the  Assistant 
Secretary  for  Housing — ^Federal  Housing 
Commissioner,  HUD. 

ACTION:  Notice  of  amended  allocation  of 
funds  for  the  Pittsburgh  HUD  Office  for 
Fiscal  Year  (FY)  1996. 

SUMMARY:  This  notice  announces 
amended  allocation  amounts  for  the 
Pittsbiugh  HUD  Office  under  the  Fiscal 
Year  (F^  1996  notice  of  funding 
availability  (NOFA)  for  the  Section  202 
Program  of  Supportive  Housing  for  the 
Elderly.  This  NOFA  was  published  on 
July  8, 1996. 

DATES:  This  notice  does  not  change  the 
deadline  date  for  receipt  of  applications, 
as  originally  annoimced  in  the  NOFA 
published  on  July  8, 1996  (61  FR 
35866),  and  as  extended  by  a  notice 
published  on  August  9, 1996  (61  FR 
41647).  The  deadline  for  receipt  of 
applications  is  4:00  p.m.  local  time  on 
^ptember  6, 1996. 

ADDRESSES:  This  notice  does  not  change 
the  information  regarding  where  to 
submit  applications  that  was  originally 
announced  in  the  NOFA  published  on 
July  8, 1996  (61  FR  35866).  Applications 
must  ^  delivered  to  the  Director  of  the 
Multifamily  Housing  Division  in  the 
HUD  Office  for  your  jxirisdiction.  A 


listing  of  HUD  Offices,  their  addresses, 
and  telephone  numbers  was  attached  as 
appendix  A  to  the  July  8, 1996  NOFA. 
FOR  FURTHER  INFORMATION  CONTACT:  The 
HUD  Office  for  your  jurisdiction,  as 
listed  in  appendix  A  to  the  July  8, 1996 
NOFA  (61  FR  35866). 

SUPPLEMENTARY  INFORMATION:  On  July  8, 
1996  (61  FR  35866),  HUD  published  a 
notice  announcing  the  availability  of 
Fiscal  Year  (FY)  1996  funding  for  the 
Section  202  Program  of  Supportive 
Housing  for  the  Elderly.  On  August  9, 
1996  (61  FR  41647),  HUD  published  a 
notice  extending  the  application  due 
date  to  Septemlwr  6, 1996. 

As  a  result  of  a  HUD  administrative 
error,  it  has  become  necessary  to  fund 
the  Alvemo  project  in  Millvale, 
Pennsylvania  from  the  Fiscal  Year  1996 
allocation  to  the  Pittsburgh, 
Pennsylvania  HUD  Office.  Therefore, 
the  FY  1996  allocation  for  the  Pittsburgh 
HUD  Office  for  metropolitan  capital 
advances  for  Supportive  Housing  for  the 
Elderly  is  reduc^  horn  $6,927,904  to 
$3,346,804,  and  the  number  of  units  is 
reduced  from  103  units  to  50  units.  This 
notice  does  not  change  the  allocation  for 
nonmetropolitan  capital  advances  for 
the  Pittsburgh  HUD  Office.  Therefore, 
the  total  capital  advance  allocation  for 
the  Pittsbu^  HUD  Office  is  $4,807,686 
for  72  Lmits. 

This  notice  does  not  change  any  of  the 
other  allocation  amounts  provided  in 
the  July  8, 1996  NOFA  for  Supportive 
Housing  for  the  Elderly  (61  FR  35866). 

Dated:  August  23, 1996. 

Stephanie  A.  Smith, 

General  Deputy  Assistant  Secretary  for 
Housing — Federal  Housing  Commissioner 
[FR  Doc.  96-22060  Filed  8-26-96;  11:52  am] 
BILUNQ  CODE  4210-27-l> 


DEPARTMENT  OF  THE  INTERIOR 

Western  Water  Policy  Review  Advisory 
Commission  Meeting 

AGENCY:  Department  of  the  Interior. 
ACTION:  Notice  of  open  meeting. 

SUMMARY:  Pursuant  to  the  Federal 
Advisory  Committee  Act,  notice  is 
hereby  given  that  the  Western  Water 
Pohcy  Review  Advisory  Commission 
(Commission),  established  by  the 
Secretary  of  the  Interior  under  the 
Reclamation  Projects  Authorization  and 
Adjustment  Act  of  1992,  will  hold  a 
public  audio  teleconference  meeting. 
This  meeting  will  exclusively  addr^ 
the  selection  of  Mr.  Donald  Glaser  to 
serve  as  the  Commission’s  Executive 
Director. 

Due  to  the  specific  nature  of  the 
agenda,  time  for  public  presentations  is 
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not  scheduled.  Members  of  the  public 
may  submit  written  comments  to  the 
address  listed  below. 

DATES:  Teleconference  meeting  will  be 
Thursday,  September  12, 1996,  from 
3:00  p.m.  to  3:30  p.m.  Eastern  Daylight 
Time. 

ADDRESSES:  Written  statements  may  be 
provided  to  the  following  address: 
Western  Water  Pobcy  Review  Office,  D- 
5001;  P.O.  Box  25007;  Denver,  CX) 
80225-0007. 

FOR  FURTHER  INFORMATION  CONTACT: 

Members  of  the  pubUc  wishing  to  listen 
to  this  teleconference  should  contact  the 
Commission  Office  by  telephone,  303- 
236-6211,  or  fax,  303-23&-4286,  by  no 
later  than  September  10, 1996. 
Participants  will  be  asked  to  provide  a 
telephone  number  where  they  will  be 
contacted  by  the  conference  call 
operator  prior  to  the  beginning  of  the 
meeting. 

Dated:  August  21, 1996. 

Larry  Schulz, 

Administrative  Officer. 

(FR  Doc.  96-21876  Filed  8-27-96;  8:45  am] 

BNJJNQ  OOOC  4310-e4-M 


Fish  and  Wildlife  Service 

Notice  of  Receipt  of  Applications  for 
Permit 

The  following  applicants  have 
applied  for  a  permit  to  conduct  certain 
activities  with  endangered  species.  Hiis 
notice  is  provided  pursuant  to  Section 
10(c)  of  the  Endangered  Species  Act  of 
1973,  as  amended  (16  U.S.C.  1531,  et 
seq.): 

Applicant:  Dennis  G.  Bailey,  Pelham, 
NH,  PRT-818420. 

liie  applicant  requests  a  permit  to 
import  tha  sport-hunted  trophy  of  one 
male  bontebok  [Damaliscus  pygarcus 
dorcas)  culled  from  a  captive  herd 
maintained  under  the  management 
program  of  the  Republic  of  South  Africa, 
for  die  purpose  of  enhancement  of  the 
survival  of  the  species. 

Applicant:  Jimmie  Rosenbruch,  Santa 
Clara,  UT,  PRT-818660. 

The  applicant  requests  a  permit  to 
import  a  sport-hunted  cheetah 
[Acinonyx  jubatus)  from  Namibia  for  the 
purpose  of  enhancement  of  the  survival 
of  the  species. 

Applicant:  Jerome  Boffarding,  Maple 
Grove,  MN,  PRT-818684. 

The  applicant  requests  a  permit  to 
import  a  sport-hunted  cheetah 
[Acinonyx  jubatus)  from  Namibia  for  the 
purpose  of  enhancement  of  the  survival 
of  the  species. 

Written  data  or  comments  should  be 
submitted  to  the  Director,  U.S.  Fish  and 
Wildlife  Service,  Office  of  Management 


Authority,  4401  North  Fairfax  Drive, 
Room  430,  Arlington^  Virginia  22203 
and  must  be  received  by  me  Director 
within  30  days  of  the  date  of  this 
publication. 

Documents  and  other  information 
submitted  with  these  apphcations  are 
available  for  review,  subject  to  the 
requirements  of  the  Privacy  Act  and 
Freedom  of  Information  Act,  by  any 
party  who  submits  a  written  request  for 
a  copy  of  such  documents  to  the 
following  office  within  30  days  of  the 
date  of  publication  of  this  notice;  U.S. 
Fish  and  Wildlife  Service,  Office  of 
Management  Authority,  4401  North 
Fairfax  Drive,  Room  430,  Arlington, 
Virginia  22203.  Phone:  (703/358-2104); 
FAX:  (703/358-2281). 

Dated:  August  23, 1996. 

Mary  Ellen  Amtower, 

Acting  Chief  Branch  of  Permits,  Office  of 
Management  Authority. 

[FR  Doc.  96-21974  Filed  8-27-96;  8:45  am] 
BIUJNO  COOE,4310-«fr-U 


Species  Being  Considered  for 
Aniendments  to  the  Appendices  to  the 
Convention  on  Intemationat  Trade  in 
Endangered  Species  of  Wild  Fauna 
and  Flora;  Request  forinfonnation 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice. 

SUMMARY:  The  Convention  on 
International  Trade  in  Endangered 
Species  of  Wild  Fatma  and  Flora 
(CITES)  regulates  international  trade  in 
certain  animal  and  plant  species,  which 
are  listed  in  the  appendices  of  this 
treaty.  The  United  States,  as  a  Party  to 
CITES,  may  propose  amendments  to  the 
appendices  tor  consideration  by  the 
other  Parties. 

This  notice  invites  comments  and 
information  from  the  public  on  species 
that  have  been  suggested  as  candidates 
for  U.S.  proposals  to  amend  Appendix 
I  or  n  at  the  tenth  regular  meeting  of  the 
Conference  of  the  Parties  (COPIO,  June 
9-20, 1997,  Harare,  Zimbabwe]  and 
which  the  U.S.  Fish  and  Wildlife 
Service  (Service)  believes  deserve  . 
further  review.  For  reasons  explained 
below,  the  Service  has  opted  against 
consideration  of  other  recommendations 
by  the  public  for  species  listings  and 
will  reconsider  these  only  tmder 
circumstances  presented  by  new 
scientific  data  or  studies. 

A  separate,  concurrent  Federal 
Register  notice  presents  COPIO 
provisional  agenda  topics,  and 
announces  draft  resolutions  or  other 
dociunents  that  the  United  States  is 
considering  for  submission  for 
consideration  by  the  Parties  at  COPIO. 


DATES:  The  Service  will  consider  all 
comments  received  by  October  11, 1996, 
on  species  proposals  described  in  this 
notice.  A  public  meeting  on  these 
proposals,  and  on  proposed  resolutions 
and  agenda  items  ror  COPIO,  will  be 
held  mm  2:00  to  4:00  p.m.  on  October 
3, 1996,  Room  200,  Arlington  Square 
Building,  4401  North  Fairfax  Drive, 
Arlington,  Virginia  (see  separate  Federal 
Register  notice). 

ADDRESSES:  Please  send  correspondence 
concerning  this  notice  to  Chief,  Office  of 
Scientific  Authority;  4401  Norffi  Fairfax 
Drive,  Room  750;  Arlington,  Virginia 
22203.  Fax  numl^r  703-358-2276. 
Comments  and  other  information 
received  will  be  available  for  public 
inspection  by  appointment,  from  8  a.m. 
to  4  p.m.  Monday  through  Friday,  at  the 
above  address. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 
Marshall  A.  Howe,  Office  of  Scientific 
Authority,  at  the  above  address, 
telephone  703-358-1708. 
SUPPLEMENTARY  INFORMATION:  CITES 
regulates  import,  export,  re-export,  and 
introduction  frx)m  the  sea  of  certain 
animal  and  plant  species.  Species  for 
which  trade  is  controlled  are  included 
in  one  of  three  appendices.  Appendix  I 
includes  species  uireatened  with 
extinction  that  are  or  may  be  affected  by 
international  trade.  Appendix  n 
includes  species  that,  although  not 
necessarily  now  threatened  with 
extinction,  may  become  so  imless  the 
trade  is  strictly  controlled.  It  also  lists 
species  that  must  be  subject  to 
regulation  in  order  that  trade  in  other 
currently  or  potentially  threatened 
species  may  be  brought  under  effective 
control  (e.g.,  because  of  difficulty  in 
distinguishing  specimens  of  currently  or 
potentially  threatened  species  from 
thosaof  other  species).  Appendix  ni 
includes  species  that  any  Party  country 
identifies  as  being  subject  to  regulation 
within  its  jririsdiction  for  purposes  of 
preventing  or  restricting  exploitation, 
and  for  which  it  needs  the  cooperation 
of  other  Parties  to  control  trade. 

In  a  March  1, 1996,  Federal  Register 
notice  (61  FR  8019),  the  Service 
requested  public  reconunendations  or 
draft  proposals  to  amend  Appendix  I  or 
n  that  the  Service  might  consider 
proposing  on  behalf  of  the  United  States 
at  COPIO.  That  notice  described  the 
provisions  of  CITES  for  listing  species 
in  the  appendices  and  set  forth 
information  requirements  for  proposals, 
based  on  new  listing  criteria  adopted  by 
the  Parties  at  COP9.  The  present  notice 
annoimces  the  recommendations  and 
proposals  on  taxa  received,  explains 
why  the  Service  does  not  intend  to 
consider  certain  recommendations  or 
proposals,  and  describes  those  that  will 
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receive  further  consideration,  prior  to  a 
decision  as  to  whether  to  submit  any  of 
these  proposals  to  the  CITES  Secretariat 
by  the  January  10, 1997,  deadline.  A 
separate  but  concurrent  Federal 
Register  notice  addresses  the  COPIO 
provisional  agenda,  and  proposed 
resolutions  and  agenda  items  being 
considered  by  the  United  States  for 
COPIO;  that  notice  also  announces  the 
public  meeting  on  all  these  topics  to  be 
held  in  early  October  1996  (see  DATES 
above). 

The  Service  received 
recommendations  or  proposals  on  taxa 
from  the  following:  Elefenders  of 
Wildlife  (DOW),  ^vironmental 
Investigation  Agency  (EIA),  Humane 
Society  of  the  United  States  (HSUS), 
International  Wildlife  Coalition  (IWC), 
North  American  Falconers  Association 
(NAFA),  National  Trappers  Association 
(NTA),  New  York  Turtle  and  Tortoise 
Society  (NYTTS),  Ocean  Wildlife 
Campaign  (OWC),  a  consortium  of  the 
National  Audubon  Society,  National 
Coalition  for  Marine  Conservation, 
National  Resources  Defense  Council, 
New  England  Aquarium,  Wildlife 
Conservation  Society,  and  World 
Wildlife  Fund'US),  Oregon  Natural 
Resources  Council  (ONRC),  Safari  Club 
International  (SCI),  World  Wildlife 
Fund-US  (WWF),  two  members  of  the 
Northeast  Pacific  Region  of  the  lUCN 
Shark  Specialist  Group,  and  several 
unaffiliated  individuals,  by  the 
comment  deadline  of  April  30, 1996. 
These  proponents  recommended 
amending  (adding  to,  deleting  from,  or 
transferring  between)  the  appendices  for 
29  different  taxa  (species  or  genera).  In 
addition,  DOW,  EIA,  IWC,  and  NYTTS 
requested  a  review  of  the  status  of 
Appendix  II  parrots  (Psittaciformes)  and 
proposed  the  uplisting  of  any  of  those 
species  qualifying  for  Appendix  I.  WWF 
proposed  consideration  of  certain 
Southeast  Asia  unlisted  songbird 
species,  based  on  a  trade  analysis.  IX)W 
and  OWC,  respectively,  proposed 
consideration  of  shark  species  in  general 
and  shark  species  of  the  family 
Carcharhinidae,  specifically.  In 
addition,  the  Service  is  considering  (1) 
delisting  four  species  of  freshwater 
mussels  presently  in  Appendix  II,  and 
(2)  cosponsoring  with  Germany  a 
proposal  for  including  most  or  all 
populations  of  urial  sheep  (Ovis  vignei) 
in  Appendix  I,  depending  on  the  results 
of  fuller  review  by  the  ^rvice. 

All  proposals  and  recommendations 
received  have  been  reviewed  in  the 
context  of  the  new  CITES  listing  criteria 
adopted  by  the  Parties  at  COP9 
(Resolution  Conf.  9.24).  This  resolution, 
available  from  the  Service  on  request  at 
the  above  address,  presents  detailed 


biological  and  trade  criteria  for  listing 
and  delisting,  and  for  transferring  listed 
species  between  appendices.  Emphasis 
is  placed  on  the  principle  that  scientific 
uncertainty  should  not  be  used  as  a 
reason  for  failing  to  act  in  the  best 
interest  of  the  conservation  of  species 
affected  or  potentially  affected  by 
international  trade.  The  following 
sections  present  the  Service’s  decisions 
on  which  proposals  it  does  not  plan  to 
submit,  and  which  ones  remain  under 
consideration  and  for  which  additional 
information  and  comment  is  sought. 

Proposals  'That  the  Service  Does  Not 
Plan  to  Submit 

DOW  and  IWC  raised  concerns  about 
whether  a  mechanism  was  in  place  to 
transfer  the  South  African  population  of 
the  southern  white  rhinoceros 
(Ceratotherium  simum  simum)  to 
Appendix  I,  if  there  existed  any 
significant  conservation  problems 
resulting  from  its  annotated  downlisting 
at  COP9.  Absent  such  a  mechanism, 
they  recommended  that  the  United 
States  prepare  a  proposal  to  transfer  the 
population  back  to  Appendix  I,  if  no 
other  Party  were  preparing  such  a 
proposal. 

The  transfer  of  the  South  African 
population  to  Appendix  II  at  COP9  was 
annotated  to  restrict  trade  to  live 
animals  “to  appropriate  destinations” 
and  sport-hunted  trophies  only.  It  was 
agreed  by  the  Parties  at  COP9  that  the 
downlisting  would  be  reviewed  at 
COPIO  to  determine  if  the  new  listing 
status  was  having  a  detrimental  impact 
on  the  population.  In  response  to  the 
recommendation  from  DOW  and  IWC, 
the  Service  contacted  the  Secretariat 
and  was  informed  that  no  “automatic” 
uplisting  mechanism  was  in  place  and 
that  the  record  of  the  discussion  at 
COP9  did  not  connote  an  assumption 
that  an  uplisting  proposal  should  be 
prepared,  such  as  has  been  done  by  the 
depositary  government  (Switzerland)  in 
the  case  of  populations  of  Appendix  I 
species  transferred  to  Appendix  n 
subject  to  quota  provisions.  The 
depositary  government  agreed  with  the 
Secretariat’s  interpretation  and 
indicated  it  had  no  plans  to  prepare 
such  a  proposal. 

The  Service  has  received  no 
information  to  suggest  that  the 
downlisting  at  COP9  has  resulted  in  any 
threats  to  the  South  African  white 
rhinoceros  population.  Furthermore,  the 
Service  understands  that  South  Africa  is 
preparing  a  report  on  its 
implementation  of  the  downlisting  and 
that  this  report  will  be  provided  to  the 
Service  and  submitted  to  the  Parties  for 
their  consideration  at  COPIO.  This  issue 
is  included  in  the  provisional  agenda  for 


COPIO  (see  item  XIV.  7  in  the  Service’s 
concmrent  Federal  Register  notice). 

In  the  unlikely  event  that  a 
conservation  problem  arises  as  a 
consequence  of  the  downlisting,  the 
Service  believes  that  any  substantive 
concerns  can  be  addressed  by  South 
Africa  and/or  collectively  by  other 
Parties,  or  if  appropriate,  through  the 
postal-vote  process  of  CITCS.  Therefore 
the  Service  does  not  intend  to  pursue 
this  recommendation  further. 

The  NTA  recommended  that  the 
Service  propose  removal  of  the  bobcat 
[Lynx  rufus),  Canadian  lynx  (L. 
canadensis),  and  river  otter  [Lontra 
canadensis)  from  Appendix  II.  Each  of 
these  species  (except  the  Mexican  race 
of  the  bobcat  Lynx  rufus  escuinapae, 
which  was  listed  in  1975)  was  included 
in  Appendix  II  in  1977  with  the  listing 
of  the  entire  cat  family.  Felidae,  and  the 
otter  subfamily,  Lutrinae.  In  1983,  the 
United  States  and  Canada  stated  their 
position  (recorded  in  the  plenary 
minutes  of  COP4)  that  these  thr^ 
species  (excepting  the  Mexican  bobcat) 
were  listed  under  provisions  of  CITES 
Article  n(2)(b),  i.e.,  only  because  of  the 
need  to  control  trade  in  similar¬ 
appearing  cat  or  otter  species  that  are 
listed  because  of  their  population  status 
and  vulnerability  to  trade  [Article  n(i) 
or  II(2)(a)l.  The  Service  believes  that  the 
traded  parts  of  these  species,  including 
various  portions  of  the  pelts, 
sufficiently  similar  in  appearance  to 
those  of  o^er  species  listed  under 
provisions  of  Article  n(2)(a)  and  Article 
n(l)  to  justify  continuation  of  the 
current  listing  in  Appendix  II  under 
provi^ons  of  Article  II(2)(b). 

SCI  recommended  that  the  United 
States  submit  a  proposal  clarifying  that 
the  listing  of  the  urial  sheep  [Ovis 
vignei)  in  Appendix  I  applies  only  to 
one  race  of  the  species,  O.  v.  vignei.  The 
Service  has  long  considered  the 
taxonomic  intent  of  the  original  listing 
to  apply  only  to  O.  v.  vignei  (with  other 
races  unlisted).  It  is  expected  that  the 
review  of  the  population  status  of  the 
entire  species  currently  being  conducted 
by  a  working  group  of  the  CITES 
Animals  Committee,  in  consultation 
with  the  lUCN  Caprinae  Specialist 
Group,  will  clarify  the  listing(s) 
appropriate  for  each  race.  Germany  has 
offered  to  submit  a  proposal  based  on 
this  analysis  and  the  United  States  has 
indicated  that  it  will  consider 
cosponsoring  such  a  proposal.  Therefore 
the  Service  will  not  consider  advancing 
the  proposal  suggested  by  SCI. 

NAFA  recommended  that  the  Service 
propose  removal  of  the  North  American 
population  of  the  red-tailed  hawk 
[Buteo  jamaicensis)  and  American 
kestrel  [Folco  sparverius)  from 
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Appendix  n.  These  species  were  listed 
on  Appendix  n  in  1979  as  part  of  a 
listing  of  most  of  the  order 
Falconiformes  (including  almost  all 
hawks,  eagles,  and  falcons).  North 
American  populations  of  the  red-tailed 
hawk  and  kestrel  appear  to  he  healthy 
and  are  certainly  not  threatened  by 
trade.  However,  delisting  of  the 
American  kestrel  may  introduce  a  trade 
enforcement  problem,  because  of  its 
similarity  of  appearance  to  several  other 
species  of  kestrels  listed  in  Appendix  I. 
Delisting  of  either  species  would  also  ‘ 
create  similarity-of-appearance 
problems  with  other  populations  of  the 
same  or  related  species,  which  would 
continue  to  be  listed  in  Appendix  U.  For 
these  reasons,  the  Service  does  not 
support  this  reconunendation. 

ElA  and  IWC,  supported  by  DOVi  and 
NYITS,  recommended  that  the  Service 
propose  transferring  the  blue-crowned 
comue  [Aratinga  acuticaudata  neoxena) 
from  Appendix  n  to  Appendix  I.  DOW 
further  recommended  transfer  of  other 
species  of  parrots  hrom  Appendix  n  to 
I,  if  appropriate.  Regarding  the  conure, 
its  population  consists  of  50-60 
individuals  endemic  to  the  island  of 
Margarita  in  Venezuela,  it  is  a  very 
poorly  marked  subspecies,  and  it  is  not 
known  at  present  to  be  aflected  by 
international  trade.  The  Service  intends 
to  consult  with  Venezuelan  authorities 
with  respect  to  the  conservation  and 
taxonomic  status  of  this  subspecies. 
Regarding  other  parrots,  the  ^rvice 
beUeves  there  are  likely  species  (other 
than  those  proposed  below)  that  would 
qualify  for  transfer  from  Appendix  II  to 
I.  However,  the  Service  presently  has  no 
supporting  information  and  no 
additional  information  has  been 
submitted. 

HSUS,  supported  by  DOW,  EIA,  IWC, 
and  NYTTS  submitted  a  proposal  to  list 
the  common  snapping  turtle  {Chelydra 
serpentina)  in  Appendix  II.  Common 
snapping  turtles,  native  to  the  Americas 
frnm  Canada  to  Ecuador,  are  harvested 
in  large  numbers  both  for  food  and  for 
the  p^  trade.  Although  certain  local  or 
regional  (e.g.,  Ontario)  populations  may 
have  been  depleted  by  overharvest,  this 
species  continues  to  generally 
common  and  widely  distributed.  Much 
of  the  market  is  domestic.  Although 
international  trade  involving  the  United 
States  may  be  increasing,  the  Service 
believes  the  species  does  not  qualify  for 
listing  in  Appendix  n,  given  the  general 
abundance  of  the  species  throughout 
most  of  its  range  and  considering  its 
apparently  hi^er  reproductive 
potential  than  many  other  turtle  species 
DOW  also  recommended  that  the 
Service  should  suppKtrt  efforts  to  bring 
additional  protection  to  declining 


species  of  corals.  The  Service 
acknowledges  the  many  difficulties 
involved  in  assuring  sustainability  of 
trade  in  CTTES-listed  corals.  Although 
not  presently  considering  proposing  the 
listing  of  additional  coral  taxa,  the 
Service,  in  consultation  with  the 
National  Marine  Fisheries  Service 
(NMFS)  and  TRAITIC-USA,  is 
participating  in  the  “significant  trade” 
analysis  presently  being  conducted 
under  the  auspices  of  the  CITES 
Animals  Committee.  The  Service  plans 
to  propose  a  resolution  at  COPIO 
establishing  guidelines  for  more 
effective  documentation  of  corals 
involved  in  international  trade.  The 
Service  has  also  produced  coral 
identification  keys  and  is  exploring  the 
possibility  of  sponsoring  coral 
workshops  in  cooperation  with  the 
NMFS  and  the  Department  of  State. 

The  above-listed  proposals  will  be 
reconsidered  for  COPIO  only  if  new 
scientific  data  warrant.  Any  change  in 
the  Service’s  position  on  these  species 
will  be  announced  in  a  future  F^eral 
Register  notice. 

Proposals  for  Which  the  Service  Seeks 
Additional  Information 

To  determine  whether  they  should  be 
proposed  by  the  United  States  as 
amendments  to  the  appendices,  the 
Service  solicits  additional  information 
or  comment  on  the  following  proposals 
or  recommendations.  Respondents  to 
this  notice  are  encouraged  to  present 
their  comments  in  the  specific  context 
of  the  new  listing  criteria  (Resolution 
Conf.  9.24),  indicating  where  possible 
the  applicability  (or  lack  thereof)  of 
specific  elements  of  the  resolution 
annexes  to  the  recommendation  or 
proposal  being  addressed. 

1.  Urial  (Ovis  vignei) 

The  urial  of  the  central  Asian  steppes, 
a  species  of  sheep  popular  among  sport 
trophy  hxmters,  has  bwn  listed  on 
CITE.S  Appendix  I  since  1975.  Due  to 
uncertainty  about  the  taxonomic 
relationships  among  populations  of  this 
and  related  sheep  species,  confusion 
exists  among  the  Parties  as  to  the 
precise  taxonomic  entity  intended  for 
protection  by  the  original  listing.  The 
history  of  this  situation  is  described  in 
detail  in  a  January  27, 1994,  Federal 
Register  notice  (59  FR  3833).  In 
conducting  its  own  analysis,  the  Service 
concluded  that  the  original  listing 
applied  only  to  certain  populations  in 
India  and  Pakistan  and  that  other 
populations  are  presently  unlisted. 
Import  of  specimens  of  Ovis  vignei  into 
the  United  States  has  been  guided  by 
this  interpretation  of  the  CHIES  listing. 

A  worBng  ^up  of  the  GITES 
Animals  and  Nomenclature  Committees, 


in  consultation  with  the  lUCN  Caprinae 
Specialist  Group,  has  been  studying  this 
problem  and  is  attempting  a  fresh 
assessment  of  the  status  of  Ovis  vignei 
populations  (based  on  the  taxon 
described  in  the  nomenclatural 
refereqce  for  mammals  now  adopted  by 
the  Parties:  “Mammal  Species  of  the 
World,”  2nd  Edition,  by  Wilson  and 
Reeder).  On  the  basis  of  this  assessment, 
Germany  will  prepare  a  listing  proposal 
clarifying  the  appropriate  appendix  for 
each  of  the  populations.  Based  on 
information  presently  available  to  the 
working  group,  it  is  likely  that  all 
populations  of  the  urial  will  be 
proposed  by  Germany  for  listing  in 
Appendix  I.  The  Service  has 
participated  in  the  working  group  and  is 
considering  the  possibility  of 
cosponsoring  the  proposal  prepared  by 
Germany.  The  Service  solicits 
information  bearing  on  the  status  of 
these  sheep  populations  and  the  merits 
of  cosponsoring  the  German  proposal. 

2.  Gyrfalcon  (Falco  rusticolus) 

NAFA  recommended  that  the  Service 
propose  transferring  the  gyrfalcon  from 
Appendix  I  to  Appendix  ff  and  is 
preparing  a  proposal  in  support  of  this 
recommendation.  The  gyrfalcon  is 
circumpolar  in  distribution,  including 
arctic  and  subarctic  regions  of  Alaska, 
Canada,  Iceland  and  Greenland.  It  was 
listed  in  Appendix  I  by  the  Parties  in 
1975  due  to  concern  over  threats  to 
raptors  in  general  and  because  of 
extraordinarily  high  prices  commanded 
by  the  species  in  trade.  Being  the  largest 
species  of  falcon  and  having  a  largely 
white  color  morph,  the  gyrfalcon  has 
long  been  popular  among  falconers. 
Although  the  North  American 
population  was  transferred  to  Appendix 
n  in  1981,  the  Parties  adopted  a 
proposal  from  Denmark  at  COP5  in  1985 
to  transfer  it  back  to  Appendix  I  because 
of  concern  over  illegal  trade. 

The  Service  is  not  aware  of  any 
evidence  that  the  North  American 
gyrfalcon  population  has  ever  been 
tl^atened  due  to  habitat  loss,  nest¬ 
robbing,  or  trade.  Service  records 
indicate  that  a  total  of  126  gyrfalcons 
were  legally  imported  into  or  exported 
from  the  United  States  frum  1990 
through  June  1996,  and  there  were  no 
seizures  of  illegally  traded  specimens 
during  that  period.  European  range 
States  have  expressed  concern  in  the 
past  about  enforcement  problems  that 
could  arise  if  the  North  American 
population  were  downlisted.  However, 
husbandry  techniques  have  been  ' 
developed  for  breeding  the  species  in 
captivity  (all  but  four  of  the  126  birds 
mentioned  above  were  captive-bred); 
and  the  prices  asked  now  are  far  lower 
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than  in  the  past,  at  least  in  part  because 
of  the  availability  of  captive-bred  birds. 
Therefore,  the  Service  will  consider  a 
transfer  of  the  North  American 
population  of  the  gyrfalcon  to  Appendix 
n  if  a  substantive  proposal  is  received. 

In  such  a  case,  the  Service  will  consult 
with  Canada  and  other  range  States 
before  making  a  final  decision.  The 
Service  solicits  any  information  and 
comment  bearing  on  this  downlisting 
recommendation. 

3.  Amazon  Parrots  (Amazona 
viridigenalis,  A.  oratrix  and  A.  finschi) 

EIA,  WWF,  IWC,  NYITS,  and  DOW 
recommended  that  the  Service  propose 
the  green-cheeked  (red-crowned)  parrot 
[Amazona  viridigenalis),  a  Mexican 
endemic,  for  transfer  from  Appendix  11 
to  Appendix  I.  EIA,  IWC,  NYTTS,  AND, 
DOW  also  proposed  the  same  action  for 
the  yellow-headed  amazon  (A.  oratrix), 
endemic  to  Mexico  and  Belize.  In 
addition,  WWF  has  also  recommended 
the  lilac-crowned  parrot  [A.  finschi), 
another  Mexican  endemic,  for  transfer 
firom  II  to  I.  The  first  two  of  these 
species  have  experienced  severe 
population  declines.  The  status  of  the 
third  species  is  not  as  clear.  Except  for 
limited  statutory  exemptions,  imports 
into  the  United  States  of  the  first  two 
species  have  been  banned  since  October 
1992  under  the  Wild  Bird  Conservation 
Act.  Imports  of  A.  finschi  have  been 
banned  since  October  1993.  Mexican 
law  prohibits  export  from  Mexico  of  all 
native,  wild-caught  parrots.  Between 
1990  and  1994,  337  viridigenalis,  542 
oratrix,  and  149  finschi  were 
confiscated  by  wildlife  law  enforcement 
agents  at  the  U.S.-Mexico  border. 

Amazona  viridigenalis  is  endemic  to 
riparian  forests  and  deciduous 
woodlands  of  Tamaulipas  and  San  Luis 
Potosi  in  northeast  Mexico.  Feral 
populations  have  been  established  in 
several  locations,  including  Texas. 
Recent  population  estimates  of  only 
3,000  to  6,500  birds  in  the  wild 
represent  a  severe  decline  from 
populations  several  decades  ago.  Habitat 
loss,  control  as  an  agricultural  pest,  and 
extensive  exploitation  for  the  pet  trade 
have  all  contributed  to  the  decline. 
Although  protected  from  capture  and 
trade  in  Mexico  since  1982,  the  level  of 
illegal  trade  suggested  by  confiscations 
is  highly  significant  relative  to  the 
estimated  population  of  the  species. 
Amazona  oratrix,  though  more  widely 
distributed  than  the  previous  species,  is 
restricted  to  the  Atlantic  and  Pacific 
lowlands  of  Mexico  and  Belize  and  has 
also  suffered  massive  population 
declines  (particularly  in  Mexico) 
because  of  habitat  lo.ss  and  the  pet  trade. 


It  has  long  been  one  of  the  most  popular 
parrots  in  international  trade. 

The  level  of  known,  illegal 
international  trade  relative  to  the 
population  status  of  A.  viridigenalis  and 
A,  oratrix  indicates  that  trade  is  a 
significant  contributor  to  the  precarious 
status  of  their  populations.  The  Service 
believes  that  Appendix  I  trade  controls 
would  further  discourage  illegal  trade, 
because  of  the  more  stringent  permitting 
requirements  and  because  of  the 
rigorous  criteria  that  captive-breeding 
facilities  for  Appendix  I  species  must 
meet.  Both  species  quaUfy  for  transfer  to 
Appendix  I  under  the  new  listing 
criteria.  More  information  is  needed  on 
the  status  of  A.  finschi  in  the  wild  to 
clarify  whether  an  Appendix  I  listing  is 
warranted.  The  Service  is  reviewing  this 
situation  with  Mexico.  The  Service  also 
understands  that  Mexican  authorities 
support  the  listing  of  A.  viridigenalis 
and  A.  oratrix  and  may  prepare  listing 
proposals  themselves.  In  the  event  this 
takes  place,  the  Service  will  consider 
offering  to  cosponsor  the  proposals.  The 
Service  solicits  any  additional 
information  on  population  status  and 
trade  of  all  three  amazon  parrots. 

4.  Straw-headed  Bulbul  (Pycnonotus 
zeylanicus) 

WWF  proposed  that  “southeast  Asian 
songbirds”  involved  extensively  in  the 
pet  trade  be  considered  for  CITES 
protection,  but  did  not  provide  a  draft 
proposal.  The  Service  examined  the 
information  contained  in  the  TRAFFIC 
Southeast  Asia  report,  “Sold  for  a 
Song,”  provided  by  WWF.  Although  an 
extensive  trade  clearly  exists  for  many 
Southeast  Asian  passerines,  the  Service 
has  not  reviewed  information  on  the 
status  of  most  of  these  species  in  the 
wild.  Because  such  information,  in 
addition  to  information  on  trade  levels, 
is  desirable  in  most  Appendix  11  listing 
proposals,  the  Service  proposes  to  defer 
consideration  of  most  of  these  species 
until  a  future  time. 

However,  the  Service  believes  that 
sufficient  information  may  be  available 
to  warrant  listing  in  Appendix  n  of  one 
species  identified  in  the  report,  the 
straw-headed  bulbul  [Pycnonotus 
zeylanicus).  This  species  has  declined 
or  been  extirpated  from  all  but  the 
remotest  parts  of  its  range  in  Indonesia 
by  a  combination  of  excessive  trapping 
and  habitat  destruction.  Birds  To  Watch 
2:  The  World  List  of  Threatened  Birds 
states  the  population  has  declined  over 
50  percent  in  the  past  20  years  and  lists 
its  status  as  vulnerable.  Although  the 
species  remains  widespread  and 
common  in  Peninsular  Malaysia,  it  is  a 
popular  cagebird  and  birds  are  being 
imported  into  Indonesia  from  Malaysia 


through  Singapore,  despite  legal 
protection  in  Malaysia.  Since  the 
species’  remaining  range  in  Peninsular 
Malaysia  is  smaller  than  its  former  range 
in  Sumatra,  Kalimantan  and  Java,  trade 
in  this  species  may  cause  further 
population  declines  imless  regulated. 

The  Netherlands  is  also  considering 
submitting  an  Appendix  n  proposal  for 
this  species.  Cosponsorship  will  be 
discussed  with  the  Netherlands  if  they 
choose  to  proceed  with  a  proposal.  The 
Service  seeks  additional  comments  and 
information  on  proposing  the  straw¬ 
headed  bulbul  for  Appendix  n. 

5.  North  American  Softshell  Turtles 
(Apalone  spp.) 

HSUS,  supported  by  DOW,  EIA,  IWC, 
and  NYTTS,  prepared  a  proposal  to 
include  the  softshell  turtle  genus 
Apalone  in  Appendix  11.  This  genus 
consists  of  three  species  of  freshwater 
turtles  inhabiting  both  riverine  and 
Stillwater  habitats:  A.  spinifera,  ranging 
across  most  of  the  United  States  and 
northern  Mexico,  except  for  the  very  far 
West;  A.  mutica,  inhabiting  the 
Missouri,  Ohio,  and  Mississippi  River 
drainages  south  to  the  Gulf  of  Mexico 
and  extending  to  western  Florida  and 
central  Texas,  with  an  isolated 
population  in  New  Mexico;  and  A. 
ferox,  ranging  through  southern  South 
Carolina,  Georgia,  Florida,  and  the 
coastal  plain  of  Alabama.  Egg-laying 
potential  of  these  species  appears  to  be 
higher  than  for  many  species  of  turtles, 
with  maximum  clutch  size  ranging  from 
24  in  A.  ferox  to  39  in  A.  spinifera,  and 
number  of  clutches  per  year  ranging 
from  1-2  in  A.  mutica  to  6  in  A.  ferox. 
Information  on  population  sizes  and 
trends  is  very  limited,  but  anecdotal 
evidence  suggests  declines  in  some 
populations  of  A.  spinifera  and  A. 
mutica  that  have  been  studied.  All 
species  are  vulnerable  to  damming  of 
rivers  and  to  loss  of  preferred  habitats 
in  general.  A.  ferox  appears  to  be  more 
vulnerable  to  pesticides  than  other 
species  of  turtles.  All  species  are  taken 
for  human  consumption  and  some 
animals  enter  the  pet  trade. 

Information  on  volume  of  catch  for 
commercial  trade  appears  to  be 
available  only  for  Florida,  where  A. 
ferox,  the  largest  of  the  three  species, 
seems  to  be  heavily  targeted  for  a  trade 
destined  domestically  for  New  York, 

San  Francisco,  and  Boston  in  particular. 
In  addition  to  food,  much  of  the  use  of 
these  animals  appears  to  be  of  the  ribs 
and  shells  as  medicinal  products  in 
‘  Asian  communities.  An  analysis  of  trade 
conducted  during  the  period  ftx)m  July 
1, 1990  to  Jime  30, 1991  showed  27,494 
sold  in  Florida  or  to  dealers  in  other 
States.  There  appear  to  be  no 
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comparable  data  for  other  States  or  for 
any  species  outside  of  Florida.  Based  on 
Service  export  records  identified  to 
genus  only,  the  volume  of  international 
trade  in  the  genus  is  expanding 
significantly.  The  number  of  live 
exports  was  reported  as  5,517  in  1992, 
13,524  in  1993,  and  34,467  in  1994. 

There  was  no  clear  trade  pattern  for 
meat  or  parts. 

Although  the  Service  is  concerned 
about  the  increasing  volume  of 
international  export  of  Apalone  spp. 
and  possible  expansion  of  foreign 
markets,  the  proposal  does  not  make  a 
convincing  case  for  a  likely  impact  on 
populations.  However,  the  Service 
recognizes  the  importance  of  leaving  the 
option  for  an  Appendix  II  proposal  open 
if  new  information  can  be  brought  to 
bear.  In  this  regard,  the  Service  solicits 
additional  information  on  populations 
of  any  Apalone  species  and  more 
specific  information  on  both  domestic 
and  international  trends  in  trade, 
including  the  geographic  origins  of 
animals  in  trade.  Mexico  is  also  being 
consulted  on  the  two  species  in  the 
genus  whose  ranges  include  Mexico. 

6.  Map  Turtles  (Graptemys  spp.) 

HSUS,  supported  by  DOW,  EIA,  IWC, 
and  NYTTS,  prepared  a  proposal  to 
include  the  twelve  species  of  map 
turtles,  genus  Graptemys,  in  Appendix 
n  and  requested  the  Service  to  consider 
proposing  it  at  COPIO.  This  genus 
includes  the  following  species: 
Graptemys  geographica,  barbouri, 
pulchra,  emsti,  gibbonsi,  caglei, 
pseudogeographica,  ouachitensis,  versa, 
oculifera,  flavimaculata,  and  nigrinoda. 
While  most  species  are  confined  to 
portions  of  the  southeastern  United 
States  or  Texas  (G.  versa),  G. 
geographica  occurs  throughout  most  of 
the  eastern  half  of  the  United  States  and 
southeastern  Canada;  G. 
pseudogeographica  ranges  through  the 
Missouri  and  Mississippi  River 
drainages;  and  G.  ouachitensis  overlaps 
extensively  with  the  latter  but  extends 
farther  east  and  west.  Graptemys 
flavimaculata  and  G.  oculifera  are  the 
most  geographically  restricted  species, 
occmring  only  in  limited  river  systems 
in  Mississippi  (and  Louisiana — G. 
oculifera  only).  Both  are  listed  as 
threatened  imder  the  Endangered 
Species  Act  (ESA).  Graptemys  nigrinoda 
is  classified  as  endangered  under 
Mississippi  State  law  and  G.  barbouri  is 
considered  vulnerable  to  extirpation  in 
Florida.  A  variety  of  less  severe  State 
restrictions  on  collecting  or  commercial 
use  apply  to  various  species.  All  map 
turtles  inhabit  freshwater  systems,  but 
habitat  preferences  vary  among  species. 


Most  prefer  streams  or  rivers  with  strong 
oirrents. 

As  with  most  turtle  species, 
population  data  are  very  limited  and 
equivocal,  except  for  the  species  already 
considered  endangered  or  threatened. 
Biologists  who  have  studied  seven  of 
the  species  believe  that  populations 
have  generally  declined.  At  least  four 
species  are  very  popular  in  the  pet 
trade,  because  of  their  bright  colors:  G. 
barbouri,  flavimaculata, 
pseudogeographica,  and  pulchra.  Data 
fixim  Service’s  wildlife  enforcement 
records  suggest  that  international  trade 
is  substantial  and  may  be  increasing 
significantly.  Exports  cf  Graptemys  spp. 
totalled  8,695  in  1991,  20,378  in  1992, 
and  37,233  in  1993. 

As  with  softshell  turtles,  the  Service 
is  concerned  about  the  level  of 
international  trade.  However,  most 
Graptemys  species  have  more  restricted 
distributions  than  Apalone  species;  and 
empirical  evidence  of  population 
problems  exists  for  several  species,  such 
as  those  listed  under  provisions  of  the 
ESA.  The  Service  believes  that  the 
combination  of  population  vulnerability 
and  international  trade  may  qualify  at 
least  Graptemys  species  for  inclusion  in 
Appendix  n  imder  provisions  on  Article 
n(2)(a).  Other  members  of  the  genus 
might  be  appropriately  listed  under 
provisions  of  Article  II(2)(b),  due  to 
similarity  of  appearance.  Some  of  the 
species  are  extremely  difficult  to 
distinguish  firom  one  another  on  the 
basis  of  physical  appearance.  The 
Service  solicits  additional  information 
and  comment  on  this  proposed  listing. 

7.  Alligator  Snapping  Turtle 
(Macroclemys  temminckii) 

HSUS,  supported  by  DOW,  EIA,  IWC, 
and  NYTTS,  submitted  a  proposal  to 
include  the  alligator  snapping  turtle 
[Macroclemys  temmincldi)  in  Appendix 
n  and  requested  the  Service  to  consider 
proposing  it  at  COPIO.  The  alligator 
snapping  turtle,  the  largest  freshwater 
turtle  in  North  America,  inhabits  most 
river  systems  emptying  into  the  Gulf  of 
Mexico,  including  the  Mississippi  River 
as  far  north  as  Illinois.  It  also  makes  use 
of  bodies  of  still  water  associated  with 
river  systems.  Only  one  clutch  of  eggs 
is  produced  annually.  Clutch  size  ranges 
finm  9  to  52  eggs,  with  a  mean  of  25. 
From  mostly  anecdotal  evidence, 
especially  horn  turtle  trappers,  it  is 
evident  that  the  species  has  declined 
severely  throughout  much  of  its  range, 
particularly  in  Georgia  and  Louisiana. 
The  primary  agents  of  population 
decline  appear  to  be  degradation  and 
damming  of  river  systems  and 
widespread  commercial  harvest  for  its 


meat,  which  is  marketed  both 
domestically  and  internationally. 

This  species  in  the  past  has  bi^n  the 
source  of  turtle  meat  in  a  national  brand 
of  soups  and  continues  to  be  harvested 
both  for  personal  use  and  commercially 
for  human  consumption  on  a  locally 
large  scale.  It  has  b^n  reported  that 
Louisiana,  because  of  depleted  State 
populations,  now  imports  much  of  its 
alligator  snapper  meat  firom  surrounding 
States.  A  major  source  was  Arkansas 
until  commercial  harvest  was  prohibited 
there  in  1993.  Louisiana  now  lists  the 
species  as  a  species  of  special  concern. 

In  the  southeastern  States  comprising 
the  bulk  of  the  species’  range,  it  appears 
that  only  Mississippi  and  Louisiana 
continue  to  permit  commercial  harvest. 

It  is  listed  as  rare,  threatened,  or 
endangered  in  many  of  the  States  on  the 
periphery  of  the  range,  and  in  Georgia. 
There  is  a  smaller  market  for  pets 
(mainly  smaller  animals),  and  fi-eeze- 
dried  hatchlings  are  sold  internationally 
as  curios.  Service  wildlife  enforcement 
records  show  an  increase  in  the  export 
of  live  turtles  from  290  in  1989  to  4,477 
in  1994,  primarily  to  markets  in  Japan, 
Hong  Kong,  and  Western  Europe.  There 
are  also  records  of  a  much  smaller  trade 
in  skins  and  skulls. 

The  Service  is  concerned  about  the 
status  of  this  species.  The  reported  level 
of  international,  commercial  trade  is 
cause  for  concern  in  light  of  the 
depleted  population  status  of  the 
species  overall.  As  with  most  species 
not  protected  by  federal  law,  export 
records  in  the  wildlife  enforcement 
database  represent  minimum  estimates, 
as  exports  may  not  always  be  recorded 
at  the  species  level.  The  Service  seeks 
additional  information  bearing  on  the 
proposed  listing  of  the  alligator 
snapping  turtle  in  Appendix  II. 

8.  Gila  Monster  and  Beaded  lizard 
(Heloderma  spp.) 

HSUS,  supported  by  DOW,  EIA,  IWC, 
and  NYTTS,  submit!^  a  proposal  to 
transfer  the  Gila  monster  [Heloderma 
suspectum)  and  the  beaded  lizard  (H. 
horridum)  firom  Appendix  II  to 
Appendix  I  and  requested  the  Service  to 
consider  submitting  it  at  COPIO.  These 
unique  lizards  known  for  their 
poisonous  bites  are  endemic  to  xeric 
habitats  of  Mexico  and  the  southwestern 
United  States.  The  Gila  monster  occurs 
from  southwestern  Utah  and  southern 
Nevada  and  California  south  through 
Arizona,  southwestern  New  Mexico, 
and  into  northern  Mexico.  The  beaded 
lizard  is  patchily  distributed  through 
Mexico  from  Sonora  to  northern 
Chiapas,  and  one  isolated  race  occurs  in 
eastern  Guatemala.  While  the  Gila 
monster  prefers  arid  and  semi-arid 
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gravelly  and  sandy  habitats  with  some 
shrubs,  the  beaded  lizard  is  more  partial 
to  tropical  dry  forests  and  is  partly 
arboreal.  The  Gila  monster  has  a  clutch 
size  of  2  to  12  eggs  and  may  not  breed 
every  yearj  the  beaded  lizard  is  known 
to  produce  15  eggs  per  clutch  in 
captivity  and  probably  has  a  one-year 
cycle. 

Populations  of  both  species  are 
believed  to  be  declining  due  to  habitat 
degradation  and  local  depletion  by 
collectors  for  the  pet  trade  and  roadside 
zoos.  Because  both  species  are  very 
secretive,  however,  there  are  no  reliable 
data  on  populations  in  the  wild.  The 
prices  of  both  species  in  the  pet  trade 
have  risen  horn  a  few  dollars  in  the 
1930’s  to  over  $1,000  each  and  up  to 
$2,800  for  a  pair  today,  suggesting  both 
rarity  and  demand.  Commercial 
collection  from  the  wild  is  largely 
prohibited  in  all  range  States  in  ^e 
United  States  and  by  Mexican  law. 
Although  specimens  have  been  bred  in 
captivity,  concern  has  been  expressed 
over  the  potential  and  likelihood  of 
illegal  laundering  of  wild  animals  into 
the  captive-bred  trade.  Reported 
international  exports  from  the  United 
States,  as  well  as  worldwide  trade 
reported  to  CITES  (1989-1993)  have 
been  very  low,  with  annual  exports  of 
both  species  from  the  United  States 
being  fewer  than  10  (except  52  in  1992) 
and  annual  worldwide  frgmes  averaging 
only  12  for  H.  horridum  and  5  for 
suspectum.  There  is  evidence,  however, 
of  a  significant  illegal  trade,  both  within 
the  United  States,  between  the  United 
States  and  Mexico,  and  otherwise 
internationally.  Mexican  authorities  £u« 
in  the  process  of  considering  whether 
Heloderma  qualifies  for  inclusion  in 
Appendix  I.  The  Service  continues  to 
consider  this  proposal  and  solicits 
comments  and  new  information. 

9.  Sail-fin  Lizards  (Hydrosaurus  spp., 
Hypsilurus  spp.,  and  Physignathus 
lesueurii) 

Gregory  Watkins-Colwell,  a  biologist 
and  expert  on  the  genus  Hydrosaurus, 
submitted  a  proposal  for  the  inclusion 
of  the  two  species  in  this  genus  (H. 
amboinensis  =  weberi  and  H. 
pustulatus)  in  Appendix  II  under 
provisions  of  Article  n(2)(a),  and  the 
genus  Hypsiturus  (incorporating  11 
species)  and  the  species  Physignathus 
lesueurii  in  Appendix  U  imder 
provisions  of  A^rticle  n(2)(b)  (similarity 
of  appearance),  and  asked  the  Service  to 
consider  submitting  the  proposal  to 
COPIO.  These  species,  also  commonly 
known  as  sail  lizards,  sail-tail  dragons, 
and  water  dragons,  are  native  to  the 
southwestern  Pacific  region,  including 
Australia.  Hydrosaurus  lizards  are 


endemic  to  the  Philippines  and  eastern 
Indonesia,  including  western  Irian  Jaya. 
The  species  of  Hypsilurus  are  H.  boydii, 
spinipes,  nigrigularis,  dilophus,  auritus, 
binotatus,  godeffroyi,  geelvinkianus, 
modestus,  papuensis,  and  schoedei. 

Most  Hypsilurus  are  found  primarily  in 
New  Guinea,  with  godeffroyi  extending 
to  Fiji  and  Oceania.  Hypsilurus  spinipes 
and  boydii  are  endemic  to  coastal  New 
South  Wales,  Australia,  and  to  coastal 
Queensland,  Australia,  respectively. 
Physignathus  lesueurii  appears  to  be 
confined  to  eastern  Australia. 

Hydrosaurus  lizards  occupy  riparian 
forest  habitat  in  the  Philippines,  a 
habitat  being  lost  increasingly  to 
commercial  logging.  It  is  suspected  that 
the  riparian  forests  are  used  only 
because  primary  forests  have  virtually 
disappeared  from  the  islands.  Although 
they  appear  to  be  somewhat  adaptable 
to  human-altered  habitats,  the  extent  to 
which  survivorship  is  diminished  when 
animals  are  forced  into  sub-optimal 
habitats  is  unknown.  Virtually  nothing 
is  known  about  the  current  sizes  or 
trends  of  populations.  Clutch  size 
ranges  firom  5  to  9  eggs,  and 
reproduction  occurs  on  an  annual  cycle. 

In  addition  to  habitat  loss,  collection 
for  the  pet  trade,  a  practice  facilitated  by 
the  loss  of  natural  habitat,  is  perceived 
to  be  a  potential  threat  to  at  least  some 
populations.  Price  discoimts  for  orders 
of  50  or  more  are  known  to  have  been 
offered  in  U.S.  markets.  Service  wildlife 
enforcement  records  indicate  imports  of 
2,732  H.  pustulatus  between  September 
1993  and  February  1996.  Only  20  H. 
amboinensis  were  reported,  but  it  is 
likely  that  many  are  reported  as 
pustulatus  and  that  most  of  both  species 
are  not  recorded  in  the  database  at  all 
at  the  species  or  genus  level  at  this  time. 
The  Service  notes  that,  although  si>ecific 
population  data  are  lacking,  populations 
are  undoubtedly  severely  r^uced  by 
habitat  loss;  and  current  levels  of  trade 
may  be  significant  enough  to  warrant 
inclusion  in  Appendix  ff.  Additional 
information  and  comments  are  sought. 

10.  Timber  Rattlesnake.  Eastern 
Diamondback  Rattlesnake,  and  Western 
Diamondback  Rattlesnake  (Crotalus 
horridus,  C.  adamanteus,  and  C.  atrox) 

EIA,  supported  by  HSUS  and  IWC, 
submitted  proposals  for  including  the 
timber  rattlesnake  [Crotalus  horridus) 
and  the  eastern  diamondback 
rattlesnake  (C.  adamanteus]  in 
Appendix  II  and  recommended  that  the 
Service  consider  submitting  them  at 
COPIO.  The  timber  rattlesnake  occurs  in 
27  States,  from  New  Hampshire  and 
Minnesota  south  to  Texas  and  Florida, 
having  been  extirpated  from  Maine  and 
Rhode  Island.  They  occupy  a  variety  of 


habitats,  particuleuly  rugged,  rocky 
outcroppings.  Southern  forms 
(“canebrake”  rattlesnakes)  use  a  variety 
of  lowland  sites  such  as  pine  flatwoods, 
floodplains,  and  bottomland 
hardwoods.  Eastern  diamondbacks 
range  through  lowlands  from  North 
Carolina  to  extreme  eastern  Louisiana. 
One  of  its  main  preferred  habitats  is 
matme  longleaf  pine  forest,  more  than 
90  percent  of  which  has  been  lost  and 
often  replaced  with  commercially 
managed  pines.  These  snakes  now 
survive  in  reduced  numbers  in  a  range 
of  other  natural  and  hmnan-altered 
habitats.  Reproductive  potential  is 
limited  both  by  delayed  sexual  maturity 
(2-3  years  in  C.  adamanteus  and  up  to 
9  years  in  northern  populations  of 
horridus)  and  long  inter-birth  intervals 
(2-3  years  in  adamanteus  and  3-4  yeare 
in  horridus). 

Populations  of  timber  rattlesnakes 
have  declined  greatly  over  much  of  their 
range  to  the  extent  that  in  many  States 
only  relict  populations  remain  and  large 
local  populations  are  almost  non¬ 
existent.  They  are  listed  as  endangered 
in  most  northern  States  and  commercial 
use  is  prohibited  in  most  other  States. 
Population  declines  have  apparently  not 
been  quite  as  dramatic  in  the  eastern 
diamondback,  but  substantial  enough 
for  the  species  to  be  classified  as  a 
species  of  special  concern  in  South 
Carolina,  Florida,  and  Alabama.  Habitat 
degradation  has  been  an  important 
factor  in  population  declines,  as  with 
most  species.  However,  because 
rattlesnakes  represent  a  potential  threat 
to  human  health  and  life,  both  species 
have  historically  been  killed 
intentionally  in  large  nrunbers. 

Commercial  utilization  of  both 
species  for  the  pet  trade,  and  for  meat, 
skins,  and  novelty  jewelry  is  significant 
and  represents  cause  for  concern,  given 
the  limited  biological  resilience  of  these 
species  to  heightened  levels  of 
mortality.  Records  from  Florida  snake 
■  dealers  indicate  taking  (mostly  firom 
other  southeastern  States)  of  nearly 
5,000  C.  horridus  from  1992  to  1994  and 
nearly  43,000  adamanteus  firom  1990  to 
1994.  Most  of  these  snakes  enter  the 
international  skin  trade  for  boots  in 
particular.  Service  wildlife  enforcement 
data  for  C.  horridus  show  753  and  450 
leather  pieces  exported  from  the  United 
States  in  1992  and  1993  respectively. 
Comparable  figures  for  the  diamondback 
were  1,510  and  1,475.  Numbers  of 
novelty  items  were  also  quite  high  for 
the  diamondback,  but  it  is  difficult  to 
relate  munbers  of  novelty  items  to 
numbers  of  snakes.  Rattlesnake  meat 
also  shows  up  in  the  international  trade, 
with  records  for  1992, 1993,  and  1994 
indicating  26.7, 119.8,  and  2,419.7 
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pounds  of  eastern  diamondback  meat. 

The  Service  notes  the  apparently  poor 
population  status  of  the  timber 
rattlesnake  in  particular,  but  also  that  of 
the  eastern  diamondback.  Because  the 
munbers  appearing  in  trade  statistics 
appear  to  be  significant  in  some  years 
and  not  in  others,  the  extent  to  which 
international  trade  is  impacting  these 
species  is  imclear.  International  trade 
may  be  more  significant  for  the  eastern 
diamondback.  Although  no  proposal 
was  received  for  the  western 
diamondback  rattlesnake  [Crotalus 
atrox),  the  Service  believes  that  this 
species,  which  ranges  from  central 
Arkansas  west  to  California  and  into 
Mexico,  should  be  proposed  for  listing 
in  Appendix  n  for  reasons  of  similarity 
of  appearance  to  the  eastern 
diamondback,  if  a  decision  is  made  to 
propose  the  latter.  This  species  is 
protected  in  Mexico.  The  Service 
solicits  additional  information  and 
comments. 

11.  Requiem  Sharks  (Carcharhinidae 
spp.)  (Western  Atlantic  and  Gulf  of 
Mexico  Populations  of  Species  Meeting 
Appendix  R  Criteria) 

The  Service  had  received  proposals 
for  the  listing  of  shark  species  in 
preparation  for  COPS  and  COP9.  In 
preparation  for  COPS  the  Service  had 
received  a  recommendation  from  the 
National  Audubon  Society  to  propose 
requiem  sharks  (Carcharhinidae  spp.) 
and  hammerhead  sharks  (Sphymidae 
spp.)  for  listing  in  Appendix  U  or  m. 
Before  COP9  the  Service  received  from 
EIA  a  recommendation  that  the  whale 
shark  [Rhincodon  typus)  and  the 
basking  shark  [Cetorhinus  maximus)  be 
considered  for  CITES  listing.  Although 
neither  of  these  species  nor  the  above- 
mentioned  families  were  ultimately 
proposed  for  listing,  the  United  States 
proposed  inclusion  of  a  discussion 
about  the  impact  of  international  trade 
on  shark  populations  on  the  COP9 
agenda.  As  a  consequence  of  this 
discussion.  Resolution  Conf.  9.17  was 
adopted.  It  called  for  the  CITES  Animals 
Committee  to  review  all  information  on 
the  biological  status  of  sharia  and  the 
effects  of  international  trade  and  to 
submit  a  report  to  COPIO.  It  also 
requested  that  the  Food  and  Agriculture 
Organization  of  the  United  Nations 
submit  information  on  these  topics  to 
COPll.  The  United  States,  particularly 
NMFS,  is  presently  working  with  other 
CITES  Parties,  intergovernmental 
fisheiy  management  organizations,  and 
non-govemmental  organizations  to 
assist  the  Animals  Committee  in  its 
implementation  of  this  resolution. 
Evaluation  of  sharks  overall  in  the 


context  of  listing  will  be  more  feasible 
when  this  process  is  completed. 

However,  DOW,  without  providing 
specific  suggestions  or  documentation, 
suggested  that  the  Service  consider 
proposing  for  listing  at  COPlO  any 
species  of  sharks  (C^ondrichthyes)  that 
meet  the  new  listing  criteria.  OWC 
recommended  that  the  Service  propose 
listing  in  Appendix  II  populations  of  all 
shark  species  in  the  Carcharhinidae 
family  that  occiur  in  the  western  Atlantic 
and  Gulf  of  Mexico.  Some  of  the  species 
are  highly  migratory.  Several  of  these 
species  are  regularly  targeted  by 
commercial  shark  longline  and  gillnet 
fisheries,  and  they  are  also  taken 
incidental  to  fisheries  targeting  other 
species  ^d  by  sport  fishing  interests. 
Recent  increases  in  world-wide  catches 
of  sharks  for  meat,  fins,  and  medicinal 
purposes  have  been  doounented. 

The  Fishery  Management  Plan  for 
Sharks  of  the  Atlantic  Ocean  (FMP) 
produced  by  NMFS  placed  most  of  these 
sharks  in  the  ‘Targe  coastal  species” 
group.  In  preparation  for  development 
of  the  FMP,  a  peer  review  group 
composed  of  NMFS  personnel  and  other 
experts  reviewed  available  information 
and  determined  that  the  “large  coastal 
species”  group  of  sharks  was  over¬ 
fished  in  the  northwest  Atlantic.  As  a 
consequence,  annual  quotas  for 
commercial  landings  imposed  for  the 
large  coastal  shark  species  were  set  at 
levels  29  percent  below  the  1986-1991 
average.  A  proposed  increase  in  the 
1995  quota  was  delayed  indefinitely  and 
the  quota  remains  at  1994  levels.  The 
initial  stock  rebuilding  schedule  has 
been  determined  to  be  overly  optimistic. 
Because  of  their  K-selected  life  history 
patterns  (long-lived,  slow-growing 
animals  with  a  limited  reproductive 
potential),  these  sharks  are  particularly 
vulnerable  to  over-exploitation.  OWC 
has  submitted  information  on  the  dusky 
shark  {Carcharhinus  obscurus)  and  the 
sandbar  shark  [C.  plumbeus)  and 
intends  to  submit  full  proposals  for 
these  species.  The  Service  solicits 
additional  data  and  comment  relevant  to 
the  potential  listing  of  these 
carcharhinid  shark  species. 

12.  Spiny  Dogfish  (Squalus  acanthias) 

Additionally,  OWC  proposed  that  the 
spiny  dogfish  [Squalus  acanthias) 
population  in  western  Atlantic  waters 
be  listed  in  Appendix  II  and  intends  to 
submit  a  full  proposal  for  this  species. 
The  western  Atlantic  population  ranges 
from  Greenland  to  Florida.  Like  the 
sharks  mentioned  above,  the  spiny 
dogfish  is  an  elasmobranch  or 
cartilaginous  fish.  It  shares  with  other 
elasmobranchs  life  history 
characteristics  that  make  these  species 


more  vulnerable  to  over-exploitation 
than  many  bony  fishes. 

Once  fished  intensively  for  liver  oil, 
fisheries  for  this  species  declined  to 
lower  levels  once  vitamin  A  could  be 
synthesized.  Since  the  late  1980s, 
however,  demand  for  dogfish  meat  has 
increased.  Between  1987  and  1993, 
spiny  dogfish  landings  appear  to  have 
increased  five-fold.  The  vast  majority  of 
this  catch  is  exported,  mainly  to  Europe, 
where  dogfish  is  replacing  the 
traditional  species  used  for  “fish-and- 
chips.”  Recreational  catches  have  also 
increased  recently.  Discards  from  other 
fisheries,  especially  from  vessels 
targeting  groundfish,  contribute  an 
unlmown  but  substantial  fraction  to 
current  mortality  levels. 

The  National  Marine  Fisheries  Service 
considers  Atlantic  coast  spiny  dogfish  to 
be  fully  exploited.  Given  its  particular 
life  history  characteristics,  this  species 
may  not  hie  able  to  sustain  current  levels 
of  fishing.  Mortality  rates  are  considered 
to  be  in  excess  of  reproductive  rates. 
While  current  biomass  estimates 
indicate  spiny  dogfish  are  abundant  in 
the  northwest  Atlemtic,  mature  females 
appear  to  be  overexploited.  Although  all 
do^sh  on  the  Atlantic  coast  are 
included  for  data  collection  purposes  in 
the  FMP,  currently  none  of  the  dogfish 
species  is  managed  for  conservation 
purposes.  The  ^rvice  solicits 
informatipn  and  comment  relative  to 
this  recommendation. 

13.  Sawfishes  (Pristiformes  spp.) 

Sid  F.  Cook  and  Madeline  Oetinger, 
two  members  of  the  Northeast  Pacific 
Region  of  the  lUCN  Shark  Specialist 
Group,  submitted  a  proposal  to  include 
all  species  of  the  order  Pristiformes 
(sawfishes)  in  Appendix  I.  The  order 
consists  of  only  one  family,  Pristidae, 
incorporating  seven  species  (although 
the  taxonomy  of  the  group  is  debated). 
These  are:  Piistis  pectinate  (smallmouth 
sawfish),  inhabiting  marine  habitats  in 
selected  parts  of  the  eastern  Pacific 
Ocean,  western  and  eastern  Atlantic 
Ocean,  Mediterranean  Sea,  Indo-Pacific, 
and  Red  Sea,  and  freshwater  habitats  in 
North,  Central  and  South  America, 
Africa,  and  India;  P.  clavata  (dwarf  or 
Queensland' sawfish),  inhabiting 
nearshore  and  estuarine  waters  of 
northern  Australia;  P.  zijsron  (green 
sawfish),  inhabiting  marine  habitats  of 
the  Indo-West  Pacific  firom  South  Africa 
to  the  Persian  Gulf,  the  Indian 
subcontinent,  Indonesia,  Australia,  and 
Viet  Nam,  and  throughout  the  Indo- 
Australian  Archipelago,  and  also 
freshwater  habitats  in  Thailand, 
Malaysia,  Indonesia,  and  Australia;  P. 
pristis  (common  sawfish),  inhabiting 
marine  habitats  in  the  western 
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Mediterranean  and  eastern  Atlantic, 
possibly  Afirica;  P.  microdon 
(freshwater,  Leichhardt’s,  great-tooth, 
largetooth  sawfish),  inhabiting  marine 
habitats  in  the  Indo-West  Pacific  and 
freshwater  habitats  in  Africa,  Asia, 

Pacific  Islands,  and  Australia;  P. 
perotteti  (largetooth  sawfish),  inhabiting 
warm-temperate  to  tropical-marine 
waters  in  the  Atlantic  and  eastern 
Pacific,  possibly  in  the  eastern 
Mediterranean,  and  freshwater  habitats 
in  Central  and  South  America  and 
Africa;  and  Anoxypristis  cuspidata 
(knifetooth,  pointed  or  narrow  sawfish), 
inhabiting  marine  habitats  in  the  Indo- 
West  Pacific  from  the  Red  Sea  and 
Persian  Gulf  to  Australia  and  China,  and 
brackish  waters  in  Papua  New  Guinea, 
India,  Myanmar,  and  Thailand.  Of  these 
species,  P.  perotteti  and  P.  pectinata 
occtir  in  U.S.  waters. 

Sawfishes  are  a  very  small  group  of 
cartilaginous  fishes  related  to  sharks, 
rays  and  chimeras  (class 
Chondrichthyes).  They  share  with  those 
species  several  life  history 
characteristics  (e.g.,  slow  growth,  low 
fecundity,  late  sexual  maturity,  long 
life-span,  long  gestational  period)  that 
render  them  more  vulnerable  to  reduced 
survivorship  than  many  bony  fishes. 
Other  factors  increasing  the  potential 
vulnerability  of  these  species  are 
restriction  to  a  narrow  depth  range  and 
disjunct  distribution  patterns.  Threats  to 
sawfishes  include  collection  for  the 
curio  trade,  habitat  degradation,  direct 
and  incidental  take  in  fisheries, 
destructive  fishing  practices  (suc±  as 
cyanide  and  dynamite  fishing),  and 
acquisition  for  live  displays  in  public 
aquaria.  Most  species  have  exhibited 
either  severe  population  declines  or 
have  an  extremely  localized 
distribution.  Although  data  on 
international  trade  and  other  forms  of 
exploitation  of  sawfishes  are  sketchy, 
localized  effects  can  be  seen  in 
individual  populations. 

Although  the  proposal  received  was 
very  detailed  and  appears  to 
demonstrate  that  the  family  qualifies  for 
inclusion  in  Appendix  I,  the  Service 
seeks  additional  information  bearing  on 
this  recommendation,  especially 
information  on  biology  and  human- 
induced  mortality  of  sawfish. 

14.  Freshwater  Mussels 

The  10-year  Review  Working  Group  of 
the  CITES  Animals  Committee  has 
repeatedly  questioned  the  listing  of  six 
freshwater  mussels  in  Appendix  n  since 
no  trade  in  these  species  has  been 
reported.  Recognizing  that  as  many  as 
20  percent  of  the  approximately  300 
species  and  subspecies  of  freshwater 
mussels  may  be  threatened  or 


endangered,  the  Service  has  been 
reluctant  to  propose  that  any  of  these 
species  be  delisted,  at  least  until 
inspection  opportunities  have  been 
improved  which  could  confirm  that 
there  was  in  fact  no  trade  in  these 
species.  The  United  States  submitted  a 
proposal  to  COP9  to  place  all  freshwater 
mussel  species  in  Appendix  n,  except 
for  those  already  in  Appendix  I  and 
those  more  identifiable,  thick-shelled, 
white-nacred,  non-endangered  species 
exported  for  pearl  blanks.  That  proposal 
was  withdrawn  because  of  identification 
and  inspection  concerns. 

Effective  August  1, 1996,  the  Service’s 
regulations  on  importation,  exportation, 
and  transportation  of  wildlife  were 
revised  to  require  that  wildlife  exports, 
including  freshwater  mussels,  be  made 
available  for  inspection  and  cleared  for 
export  prior  to  being  exported  from  the 
United  States.  This  provision  should 
enable  the  Service  to  better  ensure  that 
endangered  mussels  are  not  exported, 
and  therefore  reduce  the  need  for  the 
application  of  CITES  for  non- 
endangered  mussels,  especially  for 
those  &at  do  not  appear  to  be  traded. 

Therefore,  the  Service  is  considering 
proposing  to  remove  Cyprogenia  aberti. 
Fusconaia  suhrotunda,  Lampsilis 
brevicula  [=LampsiIis  reeviana 
brevicula],  and  Lexingtonia 
dolabelloides  horn  Appendix  II. 
However,  the  Service  does  not  propose 
any  change  in  the  status  of  Epioblasma 
torulosa  rangiana  and  Pleurobema 
clava,  which  are  listed  as  endangered 
under  the  ESA.  Comments  and 
additional  information  are  solicited. 

15.  Bigleaf  Mahogany  (Swietenia 
macrophylla) 

The  World  Wildlife  Fund  (WWF), 
Defenders  of  Wildlife,  and  individuals 
have  requested  that  the  United  States 
.propose  this  species  for  inclusion  in 
Appendix  11.  The  United  States  is  the 
largest  importer  of  the  wood  of  this 
species,  which  occurs  from  Mexico  to 
Brazil  and  Bolivia.  Bigleaf  mahogany 
from  the  Americas  was  listed  in 
Appendix  III  by  Costa  Rica  in  1995, 
including  its  saw-logs,  sawn  wood,  and 
veneer  sheets  only — i.e.,  no  other  parts 
or  derivatives  such  as  furniture  (see  the 
Federal  Register  of  February  22, 1996 
[61  FR  6793]).  Species  listed  in 
Appendix  II  or  Appendix  in  can  be 
traded  commercially,  whereas  trade  for 
primarily  commercial  purposes  is 
prohibited  for  the  species  included  in 
A^endix  I. 

^oposals  to  include  this  species  in 
Appendix  II  were  separately  submitted 
to  COP9  or  COPS  by  three  governments. 
At  COP9,  50  of  83  Parties  voted  in  favor 
of  including  this  species  and  its  logs, 
sawn  wood,  and  veneer  sheets  in 


Appendix  II,  which  fell  6  votes  short  of 
the  two-thirds  majority  needed  for 
adoption  (see  the  Federal  Register 
notices  of  November  8, 1994  (59  FR 
55617]  and  January  3, 1995  [60  FR  73]). 

At  COP9  (as  well  as  COPS),  the  majority 
of  the  range  States  were  in  support  of 
including  this  species  in  Appendix  D. 

The  United  States  is  reviewing  all 
pertinent  information  related  to  a 
proposal.  In  particular,  the  Service  seeks 
new  information  to  supplement  the 
information  summarized  in  the  COP9 
and  COPS  proposals  or  otherwise 
available  to  the  Parties  at  those 
meetings.  Comments  should  be 
submitted  in  relation  to  the  listing 
criteria  as  outlined  above  and 
delineated  in  Resolution  Conf.  9.24  (cf. 
Federal  Register  of  March  1, 1996  [61 
FR  8019]).  The  Service  also  seeks  details 
on  implementation  horn  the  inclusion 
of  this  species  in  Appendix  IB,  which 
entered  into  force  on  November  16, 

1995. 

16.  Pacific  Yew  (Taxus  hrevifolia) 

The  Oregon  Natural  Resources 
Council  has  recommended  that  the 
United  States  propose  the  Pacific  yew 
for  inclusion  in  Appendix  II.  This  slow- 
growing  species  occurs  in  a  limited 
range  in  the  western  United  States  and 
Canada.  An  effective  anti-cancer 
compoimd  (paclitaxel  or  taxol)  is 
obtained  especially  from  its  bark,  as 
well  as  to  an  increasing  but  unknown 
extent  from  other  species  of  Taxus. 
Some  companies  are  working  on 
methods  of  obtaining  paclitaxel  from 
Taxus  needles  and  branches  (which 
could  avoid  loss  of  the  whole  plant). 
Laboratory  substitutes  for  the  natural 
compound  are  either  not  available  or 
not  available  in  adequate  commercial 
quantity,  but  there  is  some  semi¬ 
synthetic  production.  The  species  is  not 
grown  commercially  in  large  quantity 
for  medicinal  use,  but  there  is  some 
ornamental  cultivation.  There  is  some 
export  of  Pacific  yew  biomass  for 
manufacture  of  paclitaxel  in  other 
countries.  The  Himalayan  yew  {Taxus 
wallichiana)  was  listed  in  Appendix  II 
at  COP9,  excluding  the  finished 
pharmaceutical  products  (i.e.,  the  end- 
product  medicine). 

The  Service  seeks  information 
regarding:  (1)  The  intensity  and 
purposes  of  removal  of  the  several  parts 
of  this  species  fitim  the  wild  in  various 
areas,  the  characteristics  of  the 
populations  impacted  by  these 
extractions,  and  the  trends  in  those 
populations;  (2)  the  location, 
characteristics,  and  safety  of 
populations  that  will  not  be  available 
for  extraction;  (3)  the  extent  to  which 
biomass  from  the  wild  (i.e.,  materials 
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other  than  the  end-point  medicine)  is 
exported  from  either  country;  and  (4) 
the  degree  to  which  the  medicinal  trade 
involves  other  wild  species,  and/or  non¬ 
wild  sources  of  the  compoimd  (e.g., 
from  cultivated  Pacific  yew  or  other 
species,  or  from  laboratory  synthesis). 

1 7.  Goldenseal  (Hydrastis  canadensis) 

WWF  has  recommended  that  the 

United  States  propose  this  species  for 
inclusion  in  Appendix  II.  This  is  a 
herbaceous  species  of  the  eastern 
deciduous  forest  of  the  United  States 
and  Canada  (southern  Ontario).  Before 
European  settlement  and  exploitation  of 
this  species,  it  was  thought  to  be 
abundant  only  in  the  central  part  of  its 
range  (Indiana  to  West  Virginia  and 
Kentucky),  and  it  is  now  considered 
uncommon  to  critically  imperilled  in  at 
least  16  of  the  28  States  where  it  is 
foimd. 

Goldenseal  is  a  well-known  medicinal 
in  the  herbal  products  industry,  with  a 
wholesale  price  in  1995  of  over  $50  but 
less  than  $100  per  pound  dry  weight, 
mostly  for  rhizomes  or  roots  (with  200- 
300  roots  per  poimd).  It  has  been 
estimated  that  150,000  poimds  of 
goldenseal  root  are  collected  annually 
from  the  wild.  The  species  is  cultivated 
to  a  limited  but  unknown  extent.  Both 
the  internal  trade  and  export  are 
believed  to  be  escalating,  with  the 
international  trade  (primarily  to  Europe) 
being  considered  well  below  a  quarter  of 
the  market. 

The  Service  is  interested  in 
information  especially  regarding:  (1) 

The  biological  status  and  life  history  of 
this  species;  (2)  the  extent  to  which  it 
is  cultivated  (i.e.,  artificially  propagated 
without  use  of  seeds  or  other  parts  from 
the  wild);  and  (3)  the  extent  to  which  it 
is  collected  for  trade,  and  in  particular, 
the  extent  to  which  it  is  exported  and 
the  forms  in  which  it  is  exported. 

18.  Aloe  Vera  (Aloe  vera  var.  vera) — 
Wild  Population 

At  its  meeting  in  June  1995,  the  CITES 
Plants  Committee  recognized  that  this 
taxon  may  be  endangered  rather  than 
extinct  within  its  native  range,  which  is 
increasingly  considered  to  on  the 
Arabian  Peninsula  (or  possibly  the 
adjacent  horn  of  AMca).  At  COP9,  the 
wild  population  was  delisted  along  with 
the  artificially  propagated  population. 
All  other  aloes  are  listed  in  Appendix  n 
or  Appendix  I,  but  the  cultivated 
specimens  of  Aloe  vera  var.  vera  (and 
products  derived  from  them)  are  very 
common  in  international  trade. 

A  succulent  specialist  has 
recommended  that  the  United  States 
submit  a  proposal  to  return  this  wild 
population  to  Appendix  n.  The  United 
States  is  considering  this  subject,  in 


coordination  with  the  North  Africa 
representative  to  the  Plants  Committee 
(as  agreed  upon  at  the  June  1995 
meeting  of  the  Plants  Committee). 
Because  the  focus  would  be  on 
protecting  the  plants  of  this  taxon  in  its 
isolated  native  range,  such  a  listing 
would  not  interfere  with  the 
unregulated  trade  in  the  very  common 
artificially  propagated  specimens. 
Comments  are  requested  on  the  status  of 
this  taxon  in  the  wild. 

19.  Tweedy’s  Bitterroot  (Lewisia  tweedyi 
or  Cistanthe  tweedyi) 

The  recommendation  to  remove  this 
species  from  App>endix  n  was  initiated 
by  the  CITES  Plants  Committee,  as  part 
of  the  ongoing  process  of  reviewing 
listed  taxa  at  10-year  intervals.  This 
herbaceous  mountain  species  is  native 
in  the  State  of  Washington  and  nearby 
in  the  Province  of  BritisfrColumbia 
(Canada).  Because  it  was  foimd  to  be 
sufficiently  secure  within  its  range,  this 
species  was  removed  from  consideration 
for  the  U.S.  Endangered  Species  Act  in 
a  1985  Federal  Register  notice  on  many 
taxa  (50  FR  39526).  Moreover,  this 
species  is  believed  to  be  sufficiently 
easy  to  propagate  and  available  in 
cultivation  to  supply  rock-garden 
enthusiasts. 

Since  the  biological  status  of  the 
species  is  considered  less  vulnerable 
than  when  it  was  listed  in  1983,  and 
since  there  have  been  no  applications  to 
export  it  from  the  wild  in  the  last 
decade  (and  almost  none  to  export  it 
from  cultivation  as  artificially 
propagated  specimens),  removal  of  the 
species  from  Appendix  II  seems 
appropriate.  Information  is  sought  on 
the  status  of  the  species  in  the  wild,  and 
the  likelihood  and  extent  of 
international  trade  in  wild  specimens  of 
this  species. 

Future  Actions 

The  Service  will  consider  all  available 
information,  including  that  presented  at 
the  public  meeting  (see  DATES  above) 
or  received  in  writing  during  the 
comment  period,  in  deciding  which 
proposals  warrant  consideration  by  the 
Parties.  The  proposals  decided  upon 
will  be  submitted  to  the  CITES 
Secretariat  by  January  10, 1997,  for 
consideration  at  the  June  1997  meeting 
of  the  Conference  of  the  Parties  in 
Harare,  Zimbabwe.  In  February  1997, 
the  Service  will  publish  a  Federal 
Register  notice  announcing  the 
proposals  submitted  to  the  Secretariat. 
Persons  having  current  biological  or 
trade  information  about  the  species 
being  considered  are  invited  to  contact 
the  Service’s  Office  of  Scientific 
Authority  (see  ADDRESSES  above). 


The  primary  authors  of  this  notice  are  Dr. 
Marshall  A.  Howe,  Zoologist,  and  Or.  Bruce 
MacBryde,  Botanist,  Office  of  Scientific 
Authority,  under  the  authority  of  the 
Endangered  Species  Act  of  1973, 16  U.S.C. 
1531  et  seq. 

Lists  of  Subjects  in  50  CFR  Part  23 
Endangered  and  threatened  species. 
Exports,  Imports,  Treaties. 

Dated:  August  22, 1996. 

JX.  Gerst, 

Acting  Director,  U.S.  Fish  and  Wildlife 
Service. 

[FR  Doc.  96-21976  Filed  8-27-96;  8:45  am] 
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Conference  of  the  Parties  to  the 
Convention  on  Intemationai  Trade  in 
Endangered  Species  of  Wild  Fauna 
and  Flora;  Tenth  Regular  Meeting; 
Provisional  Agenda;  Proposed 
Resolutions  and  Agenda  items  Being 
Considered;  Public  Meeting 

AGENCY:  Fish  and  Wildlife  Service, 
Interior. 

ACTION:  Notice. 

SUMMARY:  The  United  States,  as  a  Party 
to  the  Convention  on  Intemationai 
Trade  in  Endangered  Species  of  Wild 
Fauna  and  Flora  (CITES),  may  submit 
proposed  resolutions  and/or  agenda 
items  for  consideration  at  meetings  of 
the  Conference  of  the  Parties  to  CTTES. 
The  United  States  may  also  propose 
amendments  to  the  CTTES  Appendices 
for  consideration  at  meetings  of  the 
Conference  of  the  Parties.  The  tenth 
regular  meeting  of  the  Conference  of  the 
Parties  to  CITES  (COPlO)  will  be  held  in 
Harare,  Zimbabwe,  June  9-20, 1997. 

With  this  notice  the  U.S.  Fish  and 
Wildlife  Service  (Service):  (1)  Publishes 
the  provisional  agenda  for  COPlO;  (2) 
lists  potential  proposed  resolutions  and/ 
or  agenda  items  that  the  United  States 
is  considering  submitting  for  discussion 
at  COPlO;  (3)  invites  comments  and 
information  from  the  public  on  these 
potential  proposals;  (4)  announces  a 
public  meeting  to  discuss  species 
proposals  and  proposed  resolutions  and 
agenda  items  that  it  is  considering 
submitting  for  discussion  at  COPlO;  and 
(5)  provides  information  on  how  non¬ 
governmental  organizations  based  in  the 
United  States  can  attend  COPlO  as 
observers.  A  separate,  concurrent 
Federal  Register  notice  invites 
comments  and  information  from  the 
public  on  possible  candidate  species  for 
U.S.  proposals  to  amend  the  CITES 
Appendices  at  COPlO. 

DATES:  The  public  meeting  will  be  held 
on  at  October  3, 1996  at  2:00  PM.  The 
Service  will  consider  information  and 
comments  frtim  the  public  concerning 
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items  of  concern  to  COPlO  received  by 
October  11, 1996. 

ADDRESSES:  The  public  meeting  will  be 
held  in  room  200  of  the  U.S.  Fish  and 
Wildlife  Service  building  at  4401  N. 
Fairfax  Drive,  Arlington,  Virginia. 
Directions  to  the  building  can  be 
obtained  by  contacting  the  Office  of 
Management  Authority.  Comments 
pertaining  to  the  provisional  agenda  or 
proposed  resolutions  or  agenda  items 
should  be  sent  to  the  U.S.  Fish  and 
Wildlife  Service,  Office  of  Management 
Authority,  Room  430,  4401  N.  Fairfax 
Drive,  Arlington,  VA  22203.  Any 
comments  pertaining  to  species 
amendments  should  be  sent  to  the 
Service’s  Office  of  Scientific  Authority, 
Room  750,  at  the  same  address. 
Conunents  and  materials  received  will 
be  available  for  public  inspection,  by 
appointment,  fit>m  8  a.m.  to  4  p.m., 
Monday  through  Friday,  at  either  the 
Office  of  Management  Authority  or  the 
Office  of  Scientific  Authority. 

FOR  FURTHER  INFORMATION  CONTACT:  Dr. 
Susan  Lieberman,  U.S.  Fish  and 
Wildlife  Service,  Office  of  Management 
Authority,  telephone  (703)  358-2095, 
fax  (703)  358-2280;  E-mail 
“Susan_Lieberman@mail.  fws.  gov” . 

SUPF1.EMENTARY  INFORMATION:  > 
Background 

The  Convention  on  International 
Trade  in  Endangered  Species  of  Wild 
Faima  and  Flora,  HAS  8249,  hereinafter 
referred  to  as  CITES,  is  an  international 
treaty  to  regulate  international  trade  in 
certain  animal  and  plant  sp>ecies  that  are 
threatened  with  extinction  or  could 
become  threatened  with  extinction  if 
their  trade  is  not  regulated,  and  species 
that  must  be  subject  to  regulation  in 
order  that  trade  in  other  currently  or 
potentially  threatened  species  may  be 
brought  under  efiective  control. 

These  species  are  listed  in 
Appendices  to  CITES,  copies  of  which 
are  available  from  the  Office  of 
Management  Authority  or  the  Office  of 
Scientific  Authority  at  the  addresses 
above.  Currently,  132  countries, 
including  the  United  States,  are  CITES 
Parties.  The  CITES  treaty  calls  for 
biennial  meetings  of  the  Conference  of 
the  Parties  (COP).  Those  meetings 
review  the  treaty’s  implementation, 
make  provisions  enabling  the  CITES 
Secretariat  in  Switzerland  to  carry  out 
its  functions,  consider  Amendments  to 
the  list  of  species  in  Appendices  I  and 
n,  consider  reports  presented  by  the 
Secretariat,  and  make  recommendations 
for  the  improved  effectiveness  of  CITES. 
Any  country  that  is  a  Party  to  CITES 
may  propose  amendments  to 
Appendices  I  and  II,  resolutions,  and 
agenda  items  for  consideration  by  the 


other  Parties.  Only  pArty  coimtries  may 
submit  proposals  and  resolutions  for 
consideration  by  the  meeting  of  the 
Conference  of  the  Parties.  Accredited 
non-govemmental  organizations  may. 
participate  in  the  meeting,  including 
speaking  during  sessions,  but  may  not 
vote. 

This  is  the  second  in  a  series  of 
Federal  Register  notices  which,  together 
with  announced  public  meetings, 
provide  an  opportimity  for  the  public  to 
participate  in  the  development  of  the 
United  States’  negotiating  positions  for 
the  tenth  regular  meeting  of  the 
Conference  of  the  Parties  to  CITES 
(COPlO).  The  first  Federal  Register 
notice  was  published  on  March  1, 1996 
(61  FR  8019),  and  requested  information 
from  the  public  on  potential  species 
amendments,  resolutions,  and  agenda 
items  for  the  United  States  to  consider 
submitting  for  discussion  at  COPlO.  The 
Service’s  regulations  governing  this 
public  process  are  found  in  Title  50  of 
the  Code  of  Federal  Regulations 
§§  23.31-23.39. 

Provisional  Agenda  for  COPlO 

The  CITES  Secretariat  recently 
provided  the  Service  with  an  initial 
provisional  agenda  for  COPlO,  which 
will  be  held  in  Harare,  Zimbabwe,  June 
9-20, 1997.  Zimbabwe  was  selected  as 
the  host  of  COPlO  at  COP9,  which  was 
held  in  Fort  Lauderdale,  Florida,  in 
November  1994.  The  CITES  Parties  must 
submit  any  proposed  additional  agenda 
items  to  the  Secretariat  before 
September  30, 1996.  The  Secretariat  will 
submit  the  provisional  Rules  of 
Procedure  for  COPlO  to  the  CITES 
Standing  Committee  for  approval  at  its 
next  meeting  in  Rome,  Italy.  December 
2-6, 1996.  After  the  Standing 
Committee  meeting,  the  Secretariat  will 
provide  the  Parties  with  the  rules  of 
procedure,  a  revised  provisional  agenda, 
and  a  provisional  working  program. 
Listed  below  is  the  initial  provisional 
agenda  for  COPlO.  A  brief  discussion 
follows  for  those  agenda  items  that  may 
not  be  self-evident  to  the  public. 
Additional  information  on  agenda  items 
or  explanations  are  available  firom  the 
Office  of  Management  Authority. 

I.  Opening  ceremony  by  the  Authorities 
of  Zimbabwe 

II.  Welcoming  addresses 

III.  Rules  of  Procedure 

(a)  Voting  before  credentials  have 
been  accepted. 

(b)  Adoption  of  the  Rules  of 
Procedure. 


IV.  Election  of  Chair  and  Vice-Chair  of 
the  meeting  and  of  Chair  of  Committees 
I  and  n  and  of  the  Budget  Committee 

V.  Adoption  of  the  Agenda  and  Working 
Programmes 

VI.  Establishment  of  the  Credentials 
Committee 

Vn.  Report  of  the  Credentials  Committee 
The  Credentfals  Committee  is  made 
up  of  Party  government  representatives, 
and  examines  the  credentials  of  each 
delegate  fiom  their  respective  Foreign 
Ministry,  in  order  to  determine 
eligibility  to  vote. 

Vni.  Admission  of  Observers 
National  non-govemmental 
organizations  can  be  admitted  as 
observers  if  they  are  approved  by  their 
national  government  (Parties  only). 
International  non-govemmental 
organizations  are  approved  by  the 
CnES  Secretariat.  CMteria  for  admission 
of  observers  are  spelled  out  in  Article 
XI,  paragraph  7  of  the  Convention  (see 
“Observers”,  below).  Approved 
observers  are  admitted  as  observers 
unless  one-third  of  the  Parties  present 
object. 

DC.  Matters  Related  to  the  Standing 
Committee 

1.  Report  of  the  Chair. 

2.  Re^onal  representation  on  the 
Standing  Committee. 

Currently,  Mexico  is  the  regional 
representative  on  the  Standing 
Committee  for  North  America.  In  CITES, 
North  America  includes  the  United 
States,  Mexico,  and  Canada.  Each  CITES 
geographic  region  meets  during  the  COP 
to  select  whidi  country  will  be  its 
regional  representative.  Based  on  a 
decision  at  COP9,  regions  with  large 
numbers  of  countries  have  more  than 
one  representative  on  the  Standing 
Committee.  The  CITES  regions  are: 

North  America;  South  and  Central 
America  and  the  Caribbean  (2 
representatives);  Europe  (2 
representatives);  Asia  (2 
representatives);  Afiica  (3 
representatives);  and  Oceania.  The 
Standing  Committee  also  includes 
representatives  of  the  previous  host 
country  (currently  the  United  States), 
the  next  host  country  (currently 
Zimbabwe),  and  the  Depositary 
Government  (Switzerland). 

3.  Election  of  new  regional  and 
alternate  regional  members. 

X.  Report  of  the  Secretariat 

XI.  Financing  and  Budgeting  of  the 
Secretariat  and  of  Meetings  of  the 
Conference  of  the  Parties 

1.  Financial  report  for  1994, 1995,  and 
1996. 
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2.  Anticipated  expenditures  for  1997. 

3.  Budget  for  1998-2000  and  Medium- 
term  Plan  for  1998-2002. 

4.  External  fundmg. 

The  Secretariat  submits  its  financial 
report  and  budget  to  the  meeting  of  the 
Conference  of  ^e  Parties  for  the  COP’s 
approval.  The  COP  may  choose  to 
m^ify  the  budget.  The  Secretariat’s 
budget  is  from  a  Trust  Fimc^ade  up  of 
voluntary  contributions  from 
governments,  who  contribute  based  on  a 
U.N.  scale.  External  funding  is  for 
projects  that  are  approved  by  the 
Standing  Committee,  and  is  paid  for 
through  funds  from  governments  and 
non-govenunental  organizations;  that 
funding  is  outside  of  the  core  Trust* 

Fimd  budget  of  the  Secretariat. 

Xn.  Committee  Reports  and 
Recommendations 

1.  Animals  Committee 

(a)  Report  of  the  Chairman. 

(b)  Election  of  new  regional  and 
alternate  regional  members. 

The  Chairman  (currently  Mr.  Robert 
Jenkins  of  Australia)  will  report  on  the 
activities  of  the  Animals  Committee 
since  COP9.  The  first  meeting  of  the 
Animals  Committee  after  COP9  was  ' 
held  in  Antigua,  Guatemala  in 
September,  1995;  the  second  and  final 
meeting  before  COPIO  will  be  held  in 
Pruhonice,  Czech  Republic  September 
23-27, 1996.  Copies  of  the  agenda  of 
both  Animals  Committee  meetings,  and 
of  the  minutes  of  the  1995  meeting,  are 
available  from  either  the  Office  of 
Management  Authority  or  the  Office  of 
Scientific  Authority,  l^ch  of  the  CITES 
regions  has  either  one  or  two 
representatives  on  the  Animals 
Committee,  depending  on  the  number  of 
countries  in  the  region.  Based  on 
Resolution  Conf.  6.1  (Annex  2), 
members  of  the  Animals  Committee  are 
individuals  chosen  by  the  party 
countries  within  each  CITES  region. 
Currently,  E)r.  Charles  Dauphine  of 
Canada  is  the  North  American  regional 
representative  on  the  Animals 
Committee. 

2.  Plants  Committee 

(a)  Report  of  the  Chairman. 

(b)  Election  of  new  regional  and 
.  alternate  regional  meml^rs. 

The  Chairman  (currently  Dr.  James 
Armstrong  of  Australia)  will  report  on 
the  activities  of  the  Plants  Committee 
since  COP9.  The  first  meeting  of  the 
Plants  Committee  after  COP9  was  held 
in  Tenerife,  Spain  in  June  1995;  the 
second  and  final  meeting  before  COPlO 
will  be  held  in  San  Jose,  Costa  Rica  in 
November,  1996.  Copies  of  die  agenda 
of  both  Plants  Committee  meetings  are 
available  from  the  Office  of  Scientific 


Authority.  Each  of  the  CITES  regions 
has  either  one  or  two  representatives  on 
the  Plants  Committee,  depending  on  the 
number  of  coimtries  in  the  region.  Based 
on  Resolution  Conf.  6.1  (Annex  3), 
members  of  the  Plants  Committee  are 
individuals  chosen  by  the  party 
countries  within  each  CITES  region. 
Currently,  Dr.  Bruce  MacBryde  of  the 
U.S.  Fish  and  Wildlife  Service’s  Office 
of  Scientific  Authority  is  the  North 
American  regional  representative  on  the 
Plants  Committee. 

3.  Identification  Manual  Committee 

4.  Nomenclature  Committee 

(a)  Report  of  the  Chairman. 

(b)  Recommendations  of  the 
Committee. 

The  Nomenclature  Committee  is 
charged  with  reviewing  nomenclature 
and  taxonomic  issues  pertaining  to 
species  that  are  listed  in  the  CTIES 
Appendices.  It  is  also  responsible  for 
preparation  and  adoption  of  checklists 
for  the  various  taxa  included  in  the 
CITES  Appendices.  The  Chairman  of  the 
Nomenclature  Committee  is  currently 
Dr.  Steven  Edwards,  an  employee  of  the 
International  Union  for  the 
Conservation  of  Nature  (lUCN,  also 
called  World  Conservation  Union).  The 
Nomenclatiu^  Committee  does  not  have 
regional  representatives,  and  meets  on 
an  ad  hoc  basis. 

Xni.  Evolution  of  the  Convention 

Both  of  these  items  refer  to  eftorts  that 
have  been  undertaken  by  the  CITES 
Party  governments  to  improve  the 
efiectiveness  of  the  implementation  and 
administration  of  the  (invention. 

1.  How  to  improve  the  effectiveness  of 
the  Convention 

Based  on  a  decision  of  the  Parties  at 
COP9  in  1994,  a  study  on  wa3rs  to 
improve  the  effectiveness  of  die 
Convention  has  been  undertaken.  That 
study  is  being  managed  and  coordinated 
by  the  Standing  Committee,  which  has 
the  responsibility  to  conduct  a  review  of 
the  effectiveness  of  the  provisions  and 
implementation  of  the  Convention,  and 
to  report  its  findings  to  the  next  meeting 
of  the  COP.  An  international  contractor 
in  the  United  Kingdom,  Environmental 
Resources  Management,  has  been 
engaged  for  this  study  by  the  CITES 
Standing  Committee,  and  produced  a 
questionnaire  for  governments  to 
respond  to.  Public  input  from  written 
comments  received  by  the  Service  was 
considered  in  formulating  the  United 
States  response  to  this  questionnaire. 
This  study  was  discuss^  in  detail  in  a 
notice  published  in  the  Federal  Register 
on  June  14, 1996  (61  FR  30255).  It  is 
expected  that  the  contractor  will  submit 


its  report  to  the  Standing  Committee 
prior  to  the  December  2-6  meeting  of 
the  committee;  the  report  and  any 
follow-up  recommendations  will  be 
discussed  by  the  Standing  Committee  at 
that  time,  which  will  determine  what 
recommendations  to  make  to  the  COP. 
The  United  States  looks  forward  to 
meaningful  discussion  in  the  report  and 
at  the  COP  that  will  lead  to 
improvements  in  the  implementation 
and  enforcement  of  the  Convention. 

2.  Relationship  between  CITES  and 
UNEP 

A  Working  Group  was  established  by 
the  Standing  Committee  at  its  meeting 
in  March,  1996,  in  response  to  several 
concerns  that  were  raised  at  that 
meeting  regarding  the  United  Nations 
Environment  Programme(UNEP).  UNEP 
provides  for  the  administration  of  the 
CITES  Secretariat,  as  spelled  out  in 
Article  XII  of  the  Convention;  that 
administrative  role  includes  the  CITES 
Trust  Fund,  the  CITES  budget,  and 
personnel  selection  issues.  The  first 
meeting  of  the  Working  Group  was  held 
in  Bern,  Switzerland  on  June  27-28, 
1996,  at  the  invitation  of  the  Swiss 
CITES  Management  Authority.  The 
countries  that  are  members  of  the 
Working  Grpup  were  selected  by  the 
Standing  Committee.  Countries 
attending  the  meeting  were:  Argentina 
(Chair);  Japan;  Senegal  (substituting  as 
an  alternate  for  Namibia,  whose 
representative  was  unable  to  attend); 
Switzerland;  and  the  United  States.  The 
Working  Group  agreed  to  discuss 
financial  and  personnel  issues,  based  on 
the  Terms  of  Reference  of  the  Working 
Group,  which  were  decided  uJ>on  by  the 
Standing  Committee;  the  Terms  of 
Reference  are  available  from  the  Office 
of  Management  Authority.  Financial 
issues  discussed  included:  evaluation  of 
the  13  per  cent  overhead  charged  by 
UNEP,  externally  funded  projects, 
management  of  the  Trust  Fund,  and 
issues  pertaining  to  the  budget  of  the 
Secretariat.  Personnel  issues  discussed 
included  UNEP  selection  procedures, 
recent  personnel  actions  pertaining  to 
the  posts  of  Deputy  Secretary  General 
and  Enforcement  Officer,  and  related 
issues.  There  was  also  discussion  of  the 
1992  Memorandum  of  Understanding 
(MOU)  between  the  CITES  Parties  and 
UNEP.  It  was  agreed  that  while  the  1992 
MOU  is  still  quite  valid,  the  Working 
Group  would  recofrimend  to  the 
Standing  Committee  that  the  MOU  be 
amended/expanded  upon,  with  a  new 
MOU,  which  should  clearly  spell  out 
the  various  functions  and  services 
provided  by  UNEP.  The  Working  Group 
agreed  to  submit  its  report  to  the 
Standing  Committee  by  the  middle  of 
October.  The  report  will  be  available 
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firom  the  Office  of  Management 
Authority  after  that  time.  The  United 
States  is  exceedingly  interested  in 
ensuring  that  the  adbninistration  of  the 
Secretariat  is  efficient  and  well 
managed.  The  United  States  supports 
the  work  of  the  Working  Group  and 
looks  forward  to  developing  a  new  MOU 
that  will  clearly  articulate  &e  various 
roles  and  responsibilities  of  UNEP  in  its 
administration  of  CITES. 

XIV.  Interpretation  and 
Implementation  of  the  Convention 

It  is  expected  that  draft  resolutions 
will  be  submitted  by  one  or  more  Parties 
dealing  with  many  of  these  agenda 
items.  Resolutions  can  only 
submitted  by  Parties  (or  the  Secretariat) 
and  must  be  submitted  to  the  Secretariat 
by  January  10, 1997.  With  this  notice, 
the  United  States  continues  the  process 
begun  in  the  Service’s  notice  of  March 
1, 1996,  of  receiving  input  from  the 
public  on  possible  draft  resolutions  the 
United  States  may  submit. 

1.  Review  of  the  Resolutions  of  the 
Conference  of  the  Parties 

(a)  Deletion  of  resolutions  that  are  out 
of  date. 

(b)  Consolidation  of  valid  resolutions. 

This  is  the  continuation  of  a  very 

useful  process  that  was  begun  at  COP9, 
at  the  request  of  the  Standing 
Conunittee.  At  COP9,  the  process  was 
begun  to  delete  resolutions  that  are  out 
of  date,  and  to  consolidate  resolutions 
that  deal  with  the  same  topic.  This 
agenda  item  will  complete  the  COP9 
consolidation  process.  This  does  not 
involve  actual  revisions  of  resolutions, 
but  rather  a  consolidation  to  reduce  the 
number  and  complexity  of  resolutions. 
The  Service  expects  to  receive  copies  of 
draft  of  those  consolidations  prepared 
by  the  Secretariat  just  prior  to  the 
December  meeting  of  the  Standing 
Committee.  The  Secretariat  has  also 
produced  a  compendium  of  all  extant 
resolutions  from  COPl-8.  That 
compendium,  the  resolutions  from 
COP9,  and  information  on  how  to 
retrieve  them  electronically,  are 
available  from  the  Offrce  of  Management 
Authority. 

2.  Report  on  National  Reports  Under 
Article  VIII,  Paragraph  7,  of  the 
Convention 

Each  Party  is  required  by  the 
Convention  to  submit  an  annual  report 
containing  a  summary  of  the  permits  it 
has  granted,  and  the  types  and  munbers 
of  specimens  of  species  in  the  CITES 
Appendices  that  it  has  imported, 
exported,  and  re-exported.  This  agenda 
item  will  include  a  summary  from  the 
Secretariat  of  those  countries  that  have 
submitted  their  annual  reports  in  a 
timely  fashion,  as  well  as  those  that 


have  not,  or  have  not  submitted  them  at 
all. 

3.  Review  of  Alleged  Infractions  and 
Other  Problems  of  Implementation  of 
the  Convention 
The  Secretariat  prepares  an 
Infractions  Report  for  each  meeting  of 
the  Conference  of  the  Parties,  whi^ 
details  instances  where  (1)  species  listed 
in  the  Appendices  have  been  adversely 
affected  by  trade,  (2)  the  Convention  is 
not  being  effectively  implemented,  or 
(3)  actions  by  Party  countries 
undermine  the  efrectiveness  of  the 
Convention.  The  Infractions  Report  also 
includes  smnmaries  of  major 
enforcement  cases.  The  COP9 
Infractions  Report  highlighted  those 
cases  of  the  most  serious  infractions,  in 
order  to  focus  the  attention  of  the 
Parties;  the  COPIO  Infractions  Report  is 
expected  to  do  the  same. 

4.  National  Laws  for  Implementation  of 
the  Convention 

(a)  Analysis  of  the  national  legislation 
of  Parties. 

(b)  Measures  taken  by  Parties  to 
improve  their  legislation. 

(c)  Measures  to  be  taken  with  regard 
to  Parties  without  propter  legislation. 

(d)  Technical  assistance  provided  to 
Parties. 

This  is  a  continuation  of  an  important 
project  begun  by  the  Parties  at  COP8, 
reported  on  at  COP9  by  the  Secretariat, 
and  discussed  in  detail  at  COP9. 
Resolution  Conf.  8.4  (National  Laws  for 
Implementation  of  the  Convention) 
relates  to  analysis  of  national  legislation 
of  the  Parties  for  the  implementation  of 
the  Convention,  as  required  by  Article 
VIII  of  the  treaty.  A  decision  of  COP9 
directed  the  Secretariat  to  engage  in  a 
number  of  activities  regarding  national 
legislation  and  implementation  of  this 
resolution,  and  to  report  to  COPIO  on 
measures  taken  by  Parties  whose 
national  legislation  is  determined  to  not 
meet  the  basic  requirements  of  the 
Convention.  Discussions  under  this 
agenda  item  will  include  measures 
t^en  by  the  Parties,  status  of  national 
legislation  and  improvements  since 
COP9,  technical  assistance  provided 
and  future  needs,  and  measures 
regarding  Parties  that  have  not  taken  the 
required  actions.  During  the  comment 
period  one  organization  recommended 
that  the  Service  urge  the  Parties  and 
Standing  Committee  to  direct  the 
Secretariat  to  implement  these 
decisions.  The  Service  believes  that  this 
will  take  place  and  that  a  detailed  report 
will  be  presented  to  the  COP  by  the 
Secretariat,  but  will  certainly  discuss 
the  issue  at  the  next  meeting  of  the 
Standing  Committee. 


5.  Exports  of  Leopard  Hunting  Trophies 
and  Skins 

This  refers  to  the  exportation  of 
leopard  skins,  including  himting 
trophies,  under  a  quota  system 
approved  by  the  Conference  of  the 
Parties.  The  relevant  resolutions  from 
prior  meetings  of  the  COP  are  available 
on  request  from  the  Management 
Authority.  The  Secretariat  will  provide 
a  report  on  the  implementation  of  this 
quota  system,  including  a  country-by¬ 
country  assessment.  Any  country 
wishing  a  new  or  revised  quota  from  the 
COP  will  submit  supporting 
documentation.  Even  if  there  is  a 
himting  trophy  quota  for  a  given 
coimtry,  the  importing  country  is  still 
required  under  Article  ni  of  the 
Convention  to  make  the  required 
findings,  including  the  finding  that  the 
import  will  be  for  purposes  not 
detrimental  to  the  survival  of  the 
species. 

6.  Trade  in  Specimens  of  Species 
Transferred  to  Appendix  n  Subject  to 
Annual  Export  C^otas 

This  refers  to  species  listed  in 
Appendix  I,  which  have  populations 
that  have  been  transferred  to  Appendix 
n  pursuant  to  annual  export  quotas, 
which  are  voted  upon  by  the  Conference 
of  the  Parties.  The  Secretariat  will 
provide  a  report  on  the  implementation 
and  compliance  with  these  quotas, 
including  country-by-countiy  reports. 

7.  Trade  in  Live  Rhinoceros  From  South 
Africa 

At  COP9,  the  Parties  adopted  a 
proposal  to  transfer  the  population  of 
white  rhinoceros  in  South  Africa  from 
Appendix  I  to  n,  with  an  annotation  that 
only  trade  in  live  animals  and  sport- 
hunted  trophies  would  be  allowed.  This 
agenda  item  will  allow  South  Africa  to 
report  on  its  implementation  of  this 
annotated  listing.  The  United  States 
expects  that  trade  in  sport-hunted 
trophies  of  white  rhinoceros  from  South 
Africa  will  also  be  discussed  under  this 
agenda  item,  and  the  Service  intends  to 
communicate  that  imderstanding  to  the 
Secretariat.  For  further  information  on 
proposals  for  COPIO  concerning  live 
rhinoceros,  see  this  subject  heading  in 
the  concurrent  Federal  Register  notice 
on  proposals  to  amend  Appendix  I  or  n. 

8.  Trade  in  Tiger  Specimens 

This  refers  to  the  conservation  of 
tigers  [Panthera  tigris]  and  illegal  trade 
in  their  parts  and  products,  principally 
for  the  medicinal  market,  and  will  also 
include  a  discussion  of  efforts  that  have 
been  taken  by  the  Parties  to  control 
poaching  of  tigers,  and  to  more 
effectively  enforce  the  Convention’s 
prohibitions  on  trade  in  tiger  parts  and 
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products.  The  problem,  was  discussed  at 
COP9,  and  a  resolution  (Conf.  9.13)  was 
adopted  at  COP9,  which  presented 
several  recommendations  to  tiger  range 
and  consumer  States,  and  directed  the 
Standing  Committee  to  continue  its 
efforts  on  this  critical  issue.  The  tiger 
issue  has  been  discussed  at  the  last 
several  Standing  Committee  meetings, 
will  be  discussed  at  the  December  2-6, 
1996  Standing  Committee  meeting 
(SCSI),  and  is  expected  to  be  an  issue 
of  particular  concern  to  the  Parties  and 
a  subject  of  discussion  at  COPIO.  One 
organization  commented  recommending 
that  the  United  States  ensure  that  the 
Standing  Committee  and  COP  fully 
review  this  issue;  the  Service  believes 
that  this  will  take  place.  Range  and 
consumer  coimtries  have  been  asked  to 
submit  papers  to  the  next  meeting  of  the 
Standing  Committee  as  well.  Since 
COP9,  the  Service  has  been  actively 
involved  in  an  educational  outreach 
program  with  consumer  commimities  in 
the  United  States,  and  submitted  a 
paper  on  these  efl^orts  to  the  March  1996 
meeting  of  the  Standing  Committee.  In 
addition,  through  appropriations  under 
the  Rhinoceros  and  Tiger  Conservation 
Act,  the  Service  is  considering  support 
for  several  projects  that  will  benefit  the 
conservation,  of  tigers  in  the  wild.  The 
Service  is  also  working  with  the 
National  Fish  and  Wildlife  Foundation 
in  providing  input  into  its  grant  making 
efforts  through  its  Save  the  Tiger  Fund. 

9.  Biological  and  Trade  Status  of  Sharks 

At  COP9,  Resolution  Conf.  9.17, 
concerning  the  conservation  of  sharks, 
was  adopted  based  on  an  agenda  item 
submitted  by  the  United  States.  The 
resolution  calls  for  the  CITES  Animals 
Committee  to  review  all  information 
concerning  the  biological  status  of 
sharks  and  the  effects  of  international 
trade  on  them  in  ordm*  to  submit  a 
report  to  the  Parties  at  COPIO.  It  also 
requests  that  the  Food  and  Agriculture 
Organization  of  the  United  Nations 
submit  information  on  these  topics  to 
the  COPll.  The  United  States, 
particularly  the  National  Marine 
Fisheries  ^rvice  (NMFS),  is  working 
with  other  CITES  Parties, 
intergovernmental  fishery  management 
organizations  and  non-govemmental 
organizations  to  assist  in 
implementation  of  the  resolution.  Draft 
discussion  papers  on  this  topic  will  be 
discussed  at  the  13th  Meeting  of  the 
Animals  Committee  in  Pruhonice, 

Czech  Republic,  in  September  1996.  It  is 
likely  that  a  draft  resolution  concerning 
follow-up  of  Conf.  9.17  will  be 
consider^  at  that  meeting. 


10.  Trade  in  Plant  Specimens 

This  agenda  item  provides 
consideration  for  particular  subjects  in 
the  regulation  of  trade  in  plant 
specimens  that  emerge  as  needing 
particular  attention  by  the  Parties. 

(a)  Implementation  of  the  Convention 
for  timber  species. 

This  will  include  a  discussion  of  the 
reports  of  the  Timber  Species  Working 
Group.  COP9  called  upon  the  Standing 
Committee  to  establish  a  Timber  Species 
Working  Group  to  evaluate  in  detail 
issues  pertaining  to  the  implementation 
of  CITES  for  listed  species  of  trees  that 
are  subject  to  the  international  timber 
trade.  The  United  States  is  a  member  of 
the  Working  Group,  and  was 
represented  at  the  first  meeting  by  the 
Animal  and  Plant  Health  Inspection 
Service  (APHIS)  of  the  U.S.  Department 
of  Agriculture,  the  U.S.  Forest  Service, 
and  the  Fish  and  Wildlife  Service.  The 
report  of  the  first  meeting  of  the 
Working  Group  is  available  from  the 
Management  Authority.  The  last 
meeting  before  COPIO  will  be  held  in 
Panama  City,  Panama  October  7-11, 
1996. 

(b)  Other  Issues. 

The  Plants  Committee  will  meet  in 
Costa  Rica  from  November  11-15, 1996, 
and  other  issues  that  need  particular 
attention  may  arise  from  that  meeting, 
which  could  be  submitted  for  COPIO 
either  by  Parties  or  in  certain  cases  by 
the  Secretariat  on  behalf  of  the 
Committee.  The  Service  would  welcome 
comments  regarding  particular 
regulatory  {H'oblems  or  conservation 
concerns  to  bring  to  that  November 
meeting. 

11.  Significant  Trade  in  Appendix  II 
Species 

This  refers  to  the  trade  in  those 
Appendix  n  species  identified  as  subject 
to  significant  levels  of  trade,  for  which 
insufficient  biological  information  may 
exist  to  warrant  trade  at  current  levels, 
(a)  Animals. 

The  Parties  adopted  Resolution  Conf. 
8.9  at  COP8  in  Kyoto,  Japan  in  1992, 
which  represented  a  landmark  decision 
to  take  positive  measures  to  encourage 
the  implementation  of  Article  IV  of  Ae 
Convention.  That  Article  refers  to  the 
required  findings  that  exports  are  not 
detrimental  to  &e  survival  of  a  sp)ecies, 
and  other  scientific  findings,  for 
Appendix  n  species.  Implementation  of 
this  resolution  has  been  successful  for  a 
large  number  of  countries  and  species, 
although  much  more  work  needs  to  be 
done  in  terms  of  field  assessments  and 
development  of  management  plans  for 
heavily  traded  species.  The  Animals 
and  Standing  Committees  have  been 
very  active  in  implementation  of  this 


resolution.  The  Secretariat  has  wmiced 
closely  with  many  countries  under  the 
lunbrella  of  this  resolution;  the  United 
States  has  implemented  several 
decisions  of  the  Standing  Committee 
reguding  these  issues  as  well. 

(b)  Plants. 

The  Plants  Committee  is  making  some 
progress  in  reviewing  trade  in  some 
trading  categories  or  scientific  categories 
of  species  within  the  higher  tax  on 
listings  of  plants  included  in  Appendix 
n.  Summaries  are  given  in  the  reports  of 
the  recent  meetings  of  the  Committee. 

An  informal  worldng  group  of  the 
Committee  was  charg^  with  preparing 
a  draft  resolution  for  plants  by  adapting 
Resolution  Conf.  8.9;  this  draft  should 
be  available  for  discussion  at  the 
Committee’s  November  1996  meeting. 

12.  Non-Commercial  Samples  of  Skins 
At  previous  meetings  of  the  COP, 

some  countries  have  raised  concerns 
that  when  a  business  person  wishes  to 
take  samples  of  skins  or  products  fi'om 
one  country  to  another,  but  does  not 
intend  to  sell  the  samples  themselves, 
the  process  for  obtaining  a  series  of 
CITES  permits  for  the  same  samples  is 
complex  and  burdensome.  The  United 
States  believes  that  this  agenda  item 
will  include  discussion  of  ways  to 
facilitate  such  movement  of  samples, 
without  creating  loopholes  for  illegal 
trade.  The  United  States  supports  the 
discussion  of  measures  that,  while 
consistent  with  the  terms  of  CITES, 
would  ease  documentary  requirements 
for  exports  and  re-exports  when  no  sale 
will  take  place  in  any  of  the  importing 
countries. 

13.  Universal  Tagging  System  for  the 
Identification  of  Crocodilian  Skins 

This  refers  to  work  by  the  Animals 
Committee  to  institute  a  system  of 
universal  marking  for  all  crocodilian 
skins  in  trade,  as  a  response  to  serious 
problems  of  illegal  trade  in  crocodilian 
skins,  parts,  and  products.  The  Parties 
adopted  Resolution  Conf.9.22  at  COP9, 
which  clarified  the  requirements  that  all 
crocodilian  skins  in  trade  must  be 
tagged.  The  Secretariat,  in  consultation 
wi^  ^e  Animals  Committee,  is 
responsible  for  monitoring  the 
implementation  of  this  resolution  and 
will  be  submitting  a  report  to  the  Parties 
for  their  consideration  at  COPIO.  We 
also  expect  discussion  of  some  possible 
technical  revisions  to  the  resolution, 
including  a  description  of  the  parts  tag. 

14.  Transport  of  Live  Specimens 

Issues  pertaining  to  the  transport  of 

live  specimens,  particularly  live 
animals,  have  been  discussed  at  every 
COP.  Resolution  Conf.  9.23  recommends 
that  all  live  animals  be  shipped  in 
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accordance  with  the  International  Air 
Transport  Association  (lATA)  Live 
Animals  Regulations,  for  air  transport, 
or  the  QTES  Guidelines  for  other 
transport.  It  is  also  recommended  that 
all  permits  for  live  animals  be 
conditioned  upon  compliance  with 
these  requirements.  At  COP9,  these 
issues  were  transferred  to  the  Animals 
(Committee.  Currently,  the  Chair  of  the 
Animals  Committee  Working  Group  on 
this  issue  is  Dr.  Susan  Lieberman  of  the 
Service’s  Office  of  Management 
Authority.  This  discussion  will  include 
a  report  on  implementation  of  relevant 
resolutions  pertaining  to  transport  of 
live  animals,  particularly  Conf.  9.23,  as 
well  as  a  report  on  discussions  and 
recommendations  of  the  Animals 
Committee. 

15.  Captive  Breeding 

At  COP9,  the  Parties  directed  the 
Secretariat,  working  with  the  Animals 
Committee,  to  prepare  a  new  resolution 
consolidating  the  various  extant 
resolutions  dealing  with  determination 
whether  a  specimen  is  bred-in-captivity, 
and  dealing  with  captive  breeding  for 
commercial  purposes  of  Appendix  I 
animals.  The  Animals  Committee,  at  its 
upcoming  September  meeting  in  the 
Czech  Republic,  will  discuss  these 
issues.  The  Secretariat  is  expected  to 
prepare  a  draft  resolution  on  these 
topics.  The  Service  is  actively  involved 
in  these  discussions. 

(a)  Implementation  of  Article  VII, 
paragraphs  4  and  5. 

This  issue  will  include  discussion  of 
when  it  is  appropriate  to  utilize  the 
exemptions  in  either  of  these  two 
paragraphs,  for  individual  animals  of 
Appendix  I  species  that  are  bred  in 
captivity.  The  key  issues  are  how  to 
determine  whether  specimens  qualify  as 
bred-in-captivity,  and  how  to  facilitate 
their  trade  when  appropriate,  while  at 
the  same  time  not  increasing 
opportimities  for  illegal  trade  or  the 
haudulent  representation  of  wild-caught 
specimens  as  captive-bred. 

(b)  Proposals  to  register  the  first 
commercial  captive-breeding  operation 
for  an  Appendix  I  animal  species. 

Under  Conf.  8.15,  Parties  must  submit 
roposals  for  inclusion  of  operations 
reeding  Appendix  I  species  in  captivity 
for  commercial  purposes.  The 
Secretariat  maintains  a  register  of  those 
facilities.  Proposals  are  submitted  to  the 
Secretariat,  which  circulates  them  to  the 
Parties.  When  a  Party  objects  to 
inclusion  of  a  facility  in  the  Secretariat’s 
register,  and  the  objection  cannot  be 
resolved  by  the  interested  Parties,  the 
proposal  is  discussed  and  voted  upon 
by  ffie  COP  (if  the  proponent  coimtry  so 
wishes).  This  agenda  item  will  include 
discussion  of  those  proposals. 


16.  Standard  Nomenclature 

This  agenda  item  includes  a 
discussion  of  nomenclature  issues 
related  to  listed  taxa,  and  possible 
adoption  of  checklists  that  allow  for 
imiformity  among  the  Parties. 

17.  Conservation  of  Edible-Nest 
Swiftlets  of  the  Genus  CoUocalia 

At  COP9,  in  response  to  a  proposal 
that  was  submitted  by  the  government 
of  Italy  for  inclusion  of  the  genus 
CoUocalia  in  Appendix  II,  Resolution 
Conf.  9.15  was  adopted.  The  resolution 
called  for  a  workshop  to  evaluate  the 
conservation  status  of  these  species,  and 
trade  in  their  nests.  The  Secretariat 
notified  the  Parties  in  Notification 
Ntunber  927  (dated  July  30, 1996)  that 
this  workshop  will  take  place  November 
4-7, 1996,  in  Indonesia. 

18.  Trade  in  Afiican  Elephant  Ivory 

(a)  Revision  of  resolution  Conf.  9.16. 

(b)  Revision  of  resolution  Conf.  7.9. 

(c)  Stockpiles  of  ivory. 

This  agenda  item  will  be  greatly 
influenced  by  any  proposals  to  transfer 
populations  of  Afiican  elephants 
submitted  by  the  deadline  of  January  10, 
1997.  The  Service  also  notes  that  there 
will  be  a  meeting  of  Afirican  elephant 
range  states  in  Dakar,  Senegal  in 
November,  1996,  organized  by  lUCN  at 
the  request  of  the  Afiican 
representatives  on  the  Standing 
Committee,  at  which  time  the  range 
states  will  discuss  all  of  these  issues. 
The  Service  has  agreed  to  provide 
partial  funding  for  that  meeting.  The 
Service  is  hopeful  that  consensus  can  be 
reached  on  a  number  of  these  issues  by 
the  range  states  themselves. 

Resolution  Conf.  7.9  was  adopted  by 
COP7  after  the  transfer  of  all  Affican 
elephant  populations  to  Appendix  I. 
Conf.  7.9  establishes  a  Panel  of  Experts 
to  evaluate  any  proposals  to  transfer  a 
population  back  to  Appendix  II,  and 
includes  a  number  of  criteria  for  the 
Panel  to  evaluate.  Based  on  discussions 
at  COP9  and  at  subsequent  meetings  of 
the  Standing  Committee,  there  will  be 
discussion  at  COPIO  to  amend  Conf.  7.9 
to  expand  the  Terms  of  Reference  of  the 
Panel  of  Experts  to  allow  for  discussion 
of  trade  in  non-ivory  products,  trade 
with  specific  identified  importing 
countries,  and  other  issues.  The  Service 
believes  that  much  of  Conf.7.9  has  been 
made  redundant  or  unnecessary  by  the 
adoption  of  new  listing  criteria 
(Conf.9.24)  at  COP9,  although  the 
Service  recognizes  that  the  enforcement 
control  issues  in  Conf.7.9  remain  highly 
relevant. 


19.  Proposals  Concerning  Export  Quotas 
for  Specimens  of  Appendix  I  Species 

Under  provisions  ofresolution  Conf. 
8.10  (Rev.)  export  quotas  were 
established  for  leopards  [Panthera 
pardus)  and  any  changes  to  these  quotas 
are  to  be  approved  by  the  Parties.  Such 
changes  may  be  submitted  for 
consideration  at  COPlO.  In  addition, 
proposals  to  establish  quotas  on  other 
species  may  be  submitted  for 
consideration  by  the  Parties  under 
provisions  of  Conf.  9.21.  Furthermore, 
the  Animals  Committee  may  submit  a 
document  or  draft  resolution  to  discuss 
the  management  responsibilities  of  a 
Party  permitting  the  sport  hunting  of 
Appendix  I  species.  During  the 
comment  period  one  organization 
recommended  that  the  Service  seek  a 
formal  review  of  implementation  of 
Resolution  Conf.  9.21.  Pending  the 
outcome  of  discussions  at  the  Animals 
Committee  meeting,  the  Service  will 
consider  this  reconunendation. 

20.  Implementation  of  the  Convention 
in  Small  Island  Developing  States 

This  issue  pertains  to  a  decision  at 
COP9  directing  the  Standing  Committee 
to  reach  out  to  small  island  developing 
countries,  particularly  in  Oceania,  to 
facilitate  their  accession  to  CITES, 
including  missions  to  those  countries. 
There  was  discussion  at  COP9  of  efforts 
to  facilitate  regional  Management  and 
Scientific  Authorities.  A  report  was 
presented  by  the  Secretariat  at  the 
March  1996  meeting  of  the  Standing 
Committee. 

21.  Criteria  for  Granting  Export  Permits 
in  Accordance  with  Article  V,  Paragraph 
2 

Article  V,  paragraph  2  contains  the 
provisions  for  issuance  of  export 
permits  for  species  in  Appendix  IB. 
Export  permits  are  required  only  fix)m 
those  countries  that  have  included  the 
species  in  Appendix  IB;  all  other 
exports  require  the  issuance  of 
Certificates  of  Origin.  Resolution  Conf. 
9.25  addressed  issues  pertaining  to 
inclusion  of  species  in  Appendix  BI. 

22.  Problem  of  Hybrids 

The  Animals  Committee  discussed  at 
its  September  1995  meeting  issues 
pertaining  to  implementation  of  the 
Convention  for  hybrids;  these  issues 
have  been  discussed  at  previous 
meetings  of  the  COP  for  plants.  The 
Animals  Committee  will  discuss  these 
issues  further  at  its  September  1996 
meeting.  Resolution  Conf.  2.13  mokes 
clear  recommendations  to  the  Parties 
pertaining  to  how  hybrids  are  to  be 
treated  under  the  Convention.  Some 
countries  have  concerns  pertaining  to 
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hybrids  between  Appendix  I  species 
and  unlisted  species.  The  discussion  at 
CXDPIO  will  be  guided  by 
recommendations  arising  out  of  the 
^coming  Animals  Committee  meeting. 
There  are  several  significant 
enforcement  concerns  regarding  trade  in 
live  animals  that  are  claimed  to  be 
hybrids. 

23.  Marking  of  CITES  Specimens 

The  Animals  Committee  will  discuss 
issues  pertaining  to  marking  of  CITES 
specimens,  whi^  later  will  be 
discussed  at  COPIO,  including:  marking 
of  products  from  registered  facilities 
that  breed  Appendix  I  animals  for 
commercial  purposes;  marking  of 
products  fiom  ranching  operations;  and 
marking  of  live  animals  in  trade, 
including  the  use  of  transponders. 

24.  Exports  of  Vicuna  Cloth 

At  COP9,  certain  populations  of  the 
vicuna  (Vicugna  vicugna)  in  Chile  and 
Peru  were  transferred  fi^m  Appendix  I 
to  n,'  with  an  annotation  allowing  export 
only  of  cloth  products,  wool  sheared 
from  live  animals,  and  the  Peruvian 
stockpile  of  3249  kg  extant  in 
November,  1994.  Although  the  Service 
has  received  and  is  now  reviewing  a 
petition  to  reclassify  the  species  to 
threatened  status  under  the  Endangered 
Species  Act,  the  vicufla  is  currently 
listed  as  endangered,  which  means  its 
products  cannot  be  imported  into  the 
United  States.  This  agenda  item  will 
probably  discuss  the  trade  in  the 
Peruvian  stockpile,  as  well  as  other 
issues  pertaining  to  implementation  of 
the  COP9  downlisting  of  these  vicuna 
populations. 

25.  Frequent  Cross-Border  Movements 
of  Privately  Owned  Animals 

This  issue  pertains  to  non-commercial 
imports/exports  of  live  animals  that 
comprise  travelling  exhibitions  or 
personal  pets.  The  United  States  is  ' 
aware  that  the  governments  of 
Switzerland,  Germany,  and  Australia 
are  engaged  in  dialogue  on  this  issue,  in 
order  to  develop  a  practical  solution  to 
some  implementation  problems  that 
have  arisen.  The  discussion  will  be 
limited  to  cases  where  live  animals  are 
exported  (or  re-exported)  temporarily, 
for  non-commercial  purposes,  by  their 
owner,  with  the  intent  of  returning  to 
the  country  fiom  which  they  were 
exported  (or  re-exported), 

XV.  Consideration  of  Proposals  for 
Amendment  of  Appendices  I  and  II 
Proposals  for  amendment  of 
Appendices  I  and  11  can  only  be 
submitted  by  Parties,  and  must  be 
submitted  to  the  Secretariat  by  January 
10, 1997.  A  separate,  concurrent  Federal 


Register  notice  invites  comments  and 
information  fiom  the  public  on  possible 
candidate  species  for  U.S.  proposals  to 
amend  QTES  Appendices  I  and  n  at 
COPIO. 

1.  Proposals  Submitted  Pursuant  to 
Resolution  on  Ranching 

The  Parties  will  consider  proposals  to 
transfer  species  fiom  Appendix  I  to 
Appendix  n  under  the  provisions  of 
Conf.  3.15,  5.16,  6.22  and  Conf.  8.22. 

Any  such  proposals  should  have  been 
submitted  to  the  Secretariat  330  days 
prior  to  the  meeting  of  the  COP. 

2.  Proposals  Resulting  from  Reviews  by 
the  Animals  and  Plants  Committees 

Resolution  Conf.  3.20  established  a 
process  (known  as  the  10-year  review) 
for  the  periodic  review  of  species 
included  in  Appendices  I  and  H.  Conf. 

6.1  reassigned  this  responsibility  for  the 
periodic  review  of  species  included  in 
the  appendices  to  the  Animals 
Committee.  Proposals  for  the  transfer  of 
species  between,  or  removal  fiom,  the 
appendices  may  be  considered  under 
this  agenda  item. 

3.  Proposals  Concerning  Export  Quotas 
for  Specimens  of  Appendix  I  Species 

Resolution  Conf.  9.24,  the  new  listing 
criteria  resolution,  contains  provisions 
for  transferring  species  fiom  Appendix 
I  to  n  with  export  quotas  approved  by 
the  Parties.  Proposals,  if  submitted 
under  the  provisions  of  these 
resolutions,  will  be  considered  at 
COPIO. 

4.  Other  Proposals 

Any  Party  may  submit  proposals  for 
the  addition  or  deletion  of  species  to/ 
fiom  an  appendix  or  transfer  between 
appendices.  These  proposals  will  be 
considered  by  the  Parties  at  COPIO.  The 
United  States  has  identified  those 
proposals  on  species  that  it  is 
considering  submitting  for 
consideration  of  the  Parties  in  a  separate 
Federal  Register  notice.  These 
proposals  must  be  submitted  to  the 
CrreS  Secretariat  150  days  prior  to  the 
meeting  of  the  COP,  and  any  proposals 
submitted  by  other  countries  will  be 
identified  in  a  Federal  Register  notice 
after  the  submission  date.  All  such 
proposals  will  be  considered  at  the  COP 
unless  withdrawn  by  the  submitting 
Party  or  Parties. 

XVI.  Conclusion  of  the  meeting 

1.  Determination  of  the  Time  and  Venue 
of  the  Next  Regular  Meeting  of  the 
Conference  of  the  Parties 

If  more  than  one  country  offers  to  host 
the  next  meeting  of  the  Conference  of 
the  Parties  (COPll),  to  take  place 


probably  in  late  1999  or  early  2000,  a 
vote  will  be  taken.  If  a  vote  is  necessary, 
the  country  that  receives  the  most  votes 
(through  a  secret  ballot)  will  be  the  host 
of  COPll. 

2.  Closing  Remarks 

Proposed  Resolutions  and/or  Agenda 
Items  that  the  Service  Might  Submit  fur 
Consideration  at  COPIO 

In  its  Federal  Register  notice 
published  on  March  1, 1996  (61  FR 
8019),  the  Service  requested  suggestions 
fiom  the  public  on  resolutions  and/or 
agenda  items  for  the  United  States  to 
consider  submitting  for  discussion  at 
COPIO.  Suggested  resolutions  and/or 
agenda  items  were  received  fiom  the 
following  organizations  or  individuals: 
Animal  Welfare  Institute,  Center  for 
International  Environmental  Law, 
Defenders  of  Wildlife,  Environmental 
Investigation  Agency,  Georgia 
Department  of  Natural  Resources, 
Humane  Society  of  the  United  States, 
International  Wildlife  Coalition,  New 
York  Turtle  and  Tortoise  Society,  World 
Wildlife  Fund,  and  Delia  and  Mark 
Owens. 

The  Service  considered  all  of  those 
suggestions  in  compiling  the  following 
list  of  possible  resolutions  and/or 
agenda  items  that  the  Service  might 
submit  for  consideration  of  the  Parties  at 
COPIO  (comments  referred  to  below 
were  in  response  to  this  March  1, 1996 
Federal  Register  notice).  The  Service 
welcomes  comments  and  information 
regarding  these  resolutions  that  it  may 
submit,  as  well  as  on  those  resolutions 
it  is  not  currently  planning  to  submit. 

1.  Trade  in  Appendix  I  Specimens 
On  April  24, 1996,  the  QTES 
Secretariat  raised  concerns  (Notification 
913)  regarding  the  inconsistent 
treatment  of  Appendix  I  specimens. 
Article  ni  of  the  treaty  contains  the 
provisions  for  issuance  of  export  and 
import  permits  for  Appendix  I 
specimens,  while  Article  VII 
(paragraphs  4  and  5)  provides 
exceptions  for  specimens  bred-in- 
captivity  for  commercial  and  non¬ 
commercial  purposes,  respectively.  The 
CITES  Secretariat  is  drafting  a 
comprehensive  resolution  which  will 
address  both  the  issues  raised  in 
paragraphs  12  and  13  of  this  notice 
(general  bred-in-captivity 
determinations  and  breeding  of 
Appendix-I  species  in  captivity  for 
commercial  purposes)  and 
implementation  of  Article  III  for 
captive-bom  specimens  that  do  not 
qualify  as  captive-bred  under  Conf.  2.12 
(Rev.).  The  Service  has  provided  a  draft 
resolution  to  the  Secretariat,  which 
clarifies  this  issue,  but  will  defer  a 
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decision  on  whether  to  propose  a 
separate  resolution  based  on  continuing 
dialogue  with  the  Secretariat  and  other 
Parties  and  comments  received  from  the 
public. 

2.  Personal  Effects 

Resolutions  Conf.  4.12  (Rev.)  (Control 
of  Tourist  Souvenir  Specimens)  and 
Conf.  6.8  (Implementation  of  the 
Convention  with  Regard  to  Personal  and 
Household  Effects)  make 
recommendations  to  the  Parties  on  how 
to  implement  the  exemption  in  Article 
Vn  of  the  treaty  for  certain  personal 
effects.  Travellers  experience  some 
problems  because  the  United  States 
recognizes  the  personal  effects 
exemption  under  Article  VII,  paragraph 
3  of  the  treaty,  while  other  countries 
either  do  not  recognize  it  or  implement 
it  differently.  This  also  causes  problems 
for  implementation  of  CITES  at  ports  of 
entry.  The  personal  effects  exemption 
only  applies  if  the  coimtry  of  export 
does  not  require  a  permit,  and  port 
inspectors  of  importing  countries  do  not 
have  a  quick  way  of  determining  which 
countries  require  permits  for  personal 
items.  The  Service  is  considering 
submitting  a  draft  resolution,  and  is 
considering  practical,  yet  enforceable, 
provisions  to  be  included  in  such  a 
resolution.  The  government  of  Australia 
has  been  working  on  such  a  document 
and  the  United  States  may  co-sponsor  it, 
thus  precluding  the  need  to  submit  a 
separate  resolution. 

3.  Circuses 

Resolution  Conf.  8.16  (Travelling 
Live- Animal  Exhibitions)  makes 
recommendations  to  the  Parties  on  the 
implementation  of  Article  VII, 
paragraph  7,  of  the  treaty.  There  are  a 
few  technical  issues  in  that  resolution, 
such  as  the  requirement  of  a  separate 
certificate  for  each  specimen,  that  the 
Service  would  like  to  review.  The 
Service  also  recognizes  that  circuses 
would  like  to  include  captive-bom,  late 
maturing  species  (e.g.,.  Asian  elephants) 
that  do  not  yet  qualify  as  captive-bred 
imder  Conf.  2.12  (Rev.)  under  these 
provisions.  The  Service  is  considering 
drafting  a  discussion  paper  or  resolution 
for  consideration  at  COPIO  on  these 
issues,  deprading  on  the  outcome  of 
discussions  with  other  countries  and 
comments  received. 

4.  Standardization  of  Permits 

Resolution  Conf.  9.3  recommends  that 
all  Parties  use  standard  formatting  and 
information  when  issuing  CITES 
documents.  The  Service  has  found  that 
some  CITES  Parties  are  interpreting 
some  sections  of  the  resolution 
differently  which  creates  problems  in 
implementing  the  Convention.  The 


Service  proposes  to  reorganize  the 
document  and  clarify  specific 
provisions,  such  as  redefining  the 
source  code  “F”.  Clarification  is  also 
needed  on  the  standard  information 
required  to  be  on  a  Certificate  of  Origin 
for  Appendix  III  specimens.  The  Service 
is  discussing  these  recommendations 
with  the  Se^tariat,  and  it  is  possible 
that  the  Secretariat  will  include  them  in 
their  recommendations  to  the  Parties, 
thus  possibly  precluding  the  need  for  a 
separate  U.S.  draft  resolution.  In 
addition,  during  the  conunent  period 
one  organization  recommended  that  the 
Service  clarify  the  relationship  of 
QTES’  permitting  provisions  with  those 
of  other  conventions  relating  to  marine 
species,  as  regards  paragraphs  4  and  5 
of  Article  XIV.  The  Service  submitted  a 
document  and  draft  resolution  on  this 
issue  to  COP9  (Doc.9.40),  but  many 
Parties  did  not  see  the  necessity  for  a 
separate  resolution  on  the  issue.  The 
Service  is  not  considering  a  separate 
draft  resolution  at  this  time,  but  may 
incorporate  a  discussion  of  general 
certificate  requirements  into  this 
potential  revision  of  Conf.  9.3. 

5.  Trade  in  Live  Animals  and  Plants 
That  Have  a  High  Probability  of 
Becoming  Naturalized/Feral  Pests 

The  intentional  or  accidental 
introduction  of  non-indigenous  species 
into  terrestrial,  aquatic  and  marine 
environments  may  pose  significant 
threats  to  native  species  and  their 
ecosystems.  They  may  out-compete 
indigenous  species  or  may  introduce 
and  transmit  parasites  and  disease. 

Many  species  that  are  included  in 
CITES  Appendices  n  and  III  are  either 
pests  in  their  country  of  origin,  or  have 
a  high  potential  of  becoming  naturalized 
pests  in  countries  of  import.  The 
Convention  on  Biological  Diversity  has 
begun  to  examine  the  introduction  of 
exotic  species,  particularly  in  the 
marine  environment.  A  scientific 
conference  on  this  topic  was  just  held 
in  Norway,  attended  by  representatives 
of  the  Service  and  other  agencies.  The 
Service  recognizes  that  there  are  many 
cases  where  commercial  export  of  live 
specimens  may  not  be  detrimental  to  the 
populations  of  the  species  in  its  country 
of  origin,  but  if  introduced 
unintentionally  into  the  wild  in  the 
country  of  import  serious  ecological 
harm  could  ensue.  The  Service 
recognizes  that  the  consideration  of 
ecological  impacts  in  importing 
countries  is  not  a  CITES  requirement  in 
the  strict  sense.  However,  some  of  the 
lUCN  Specialist  Groups  have  recently 
focussed  on  this  critical  conservation 
issue,  and  during  the  comment  period 
five  organizations  recommended  that 


the  Service  submit  a  draft  resolution  to 
COPlO  on  this  issue.  The  Service  is 
considering  submitting  a  discussion 
paper  on  this  subject  at  COPlO. 

6.  Pre-Convention 

Article  Vn,  paragraph  2  of  the 
Convention  provides  an  exemption  from 
Articles  III,  IV  and  V  for  specimens  that 
were  acquired  before  the  provisions  of 
the  Convention  applied.  The  Service  has 
become  aware,  through  discussions  with 
many  coimtries  and  with  the  Secretariat, 
that  confusion  exists  as  to  the 
implementation  of  Resolution  Conf.  5.11 
(Definition  of  the  Term  “Pre-Convention 
Specimen”).  Currently,  in  order  to 
determine  the  date  of  reference  for  a 
pre-Convention  specimen,  a  Party  must 
factor  in  the  date  it  acceded  to  the 
Convention.  The  result  is  that  the  same 
specimen  will  be  considered  pre- 
Convention  by  one  country,  but  subject 
to  the  provisions  of  the  Convention 
under  Articles  HI,  IV,  or  V  by  another. 
This  confusion  and  potential 
inconsistencies  create  opportunities  for 
the  laundering  of  specimens.  This  has 
led  to  further  confusion  as  the  number 
of  Parties  has  increased,  and  the  number 
of  possible  accession  dates  has 
proliferated.  The  Service  is  considering 
submitting  a  draft  resolution  whereby 
the  pre-Conyention  date  would  be  the 
date  the  species  was  first  included  in 
the  CITES  Appendices,  regardless  of  the 
date  of  accession  of  the  Party  concerned. 

7.  Significant  Mortality/Transport  of 
Live  Animals 

This  issue  was  also  discussed  under 
Agenda  item  14,  above.  Dr,  Susan 
Lieberman  of  the  Service’s  Office  of 
Management  Authority  is  currently 
Chair  of  the  Animals  Committee 
Working  Group  on  the  Transport  of  Live 
Animals.  At  its  upcoming  meeting,  the 
Animals  Committee  will  be  discussing 
the  implementation  of  the  treaty’s 
requirements  for  humane  transport  of 
live  animals,  along  with  Resolution 
Conf.  9.23  fTransport  of  Live 
Specimens).  Based  on  decisions  of  the 
Working  Group  and  recommendations 
to  tlie  Animals  Committee  at  the  last 
meeting  of  the  Committee,  the  Chair  of 
the  Animals  Committee  requested  the 
submission  of  a  resolution  dealing  with 
these  issues.  That  draft  resolution  will 
be  discussed  at  the  September  meeting 
of  the  Animals  Committee;  it  deals  with 
means  to  assist  the  Parties  in 
implementing  the  treaty’s  requirements 
for  the  transport  of  live  animals,  by 
working  towards  a  reduction  in 
mortality  and  morbidity  during 
transport  and  preparation  for  shipment. 
The  draft  resolution  deals  with  a 
process  whereby  the  Animals 
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Committee,  in  cooperation  with  the 
Parties,  the  Secretariat,  and  experts, 
would  review  trade  and  transport  in 
species  that  are  traded  in  large  volumes 
as  live  animals,  and  make 
recommendations  to  the  Parties  for 
remedial  measures,  when  necessary. 

This  would  be  similar  to  the  process 
implemented  through  Resolution  Conf. 
8.9.  The  Service’s  submission  for  COPIO 
on  this  issue  is  pending  further 
discussions  by  die  Animals  Committee. 
During  the  comment  period  five 
organizations  recommended  that  the 
Service  submit  a  draft  resolution  to 
COPlO  on  this  issue,  and  submitted 
draft  text  as  well. 

8.  Trade  With  Parties  That  Have  Not 
Identified  a  Scientific  Authority 

Articles  III  and  IV  of  the  CITES  treaty 
require  specific  advice  to  be  issued  by 
the  Scientific  Authority  before  certain 
permits  can  be  issued  by  the 
Management  Authority.  Properly  made 
findings  are  essential  to  ensuring  that 
the  trade  in  spiecimens  of  listed  species 
are  not  detrimental  to  the  survival  of  the 
species.  In  order  for  other  Parties  to 
have  assurance  that  these  findings  are 
being  made  and  to  consult  with  Parties 
on  specific  findings,  it  is  essential  that 
the  ^ientific  Authorities  have  been 
designated  and  are  known  to  all  Parties. 
If  this  treaty  obligation  is  not  fulfilled  by 
a  Party,  there  is  no  way  to  assure  other 
Parties  that  CITES  permits  issued  by 
that  Party  are  valid.  Therefore,  the' 
United  States  is  considering  submitting 
a  resolution  that  would  recommend 
against  allowing  any  wildlife  trade  with 
any  Party  that  has  not  notified  the 
Secretariat  of  the  name  and  address  of 
its  Scientific  Authority(s). 

9.  Coral  Reporting  and  Identification 

CITES  Notification  to  the  Parties 
No.788  dated  March  10, 1994  lays  out 
the  guidelines  for  reporting  of 
information  in  the  annual  report.  The 
Service  is  considering  submitting  a 
resolution  to  expand  the  required 
description  and  quantity  for  coral  to 
include  live  coral  reported  in  units  or 
pieces.  In  addition,  the  Service  is 
experiencing  difficulties  in 
identification  to  species  of  readily 
recognizable  coral  gravel  and  live  rock. 
Both  commodities  are  protected  by 
CITES,  but  identification  to  species  is 
almost  impossible,  even  by  trained 
scientists.  The  Service  is  considering 
recommending  that  coral  gravel  and  live 
rock  be  allowed  to  be  classified  at  the 
Order  level  for  permit  issuance  due  to 
identification  and  enforcement 
problems. 


lb.  Regulation  of  CITES  Shipments 
Traveling  on  a  Customs  Carnet 
CITES  shipments  for  exhibition  or 
show  that  are  not  intended  for 
permanent  destination  into  a  country 
often  travel  on  a  customs  carnet  to 
alleviate  customs  duties.  Customs  laws 
treat  import  and  subsequent  re-export  of 
these  types  of  shipments  differently 
fi'om  other  CITES  shipments.  Shipments 
often  enter  a  country  on  a  customs 
carnet  without  the  Imowledge  of  the 
Management  Authority,  and  are 
subsequently  re-exported  without  the 
required  CITES  documentation.  These 
shipments  encounter  problems  when 
they  are  re-exported  back  to  their 
originating  country  without  any  CITES 
re-export  documents.  The  Service 
would  like  to  propose  a  resolution  that 
encourages  Management  Authorities  to 
work  more  closely  with  CITES 
enforcement  officers  and  customs 
officers  to  ensure  that  shipments 
traveling  on  a  customs  carnet  meet  all 
the  applicable  CITES  requirements. 

11.  Crocodile  Tagging 

Resolution  Conf.  9.22  established  a 

universal  system  for  the  identification  of 
crocodilian  skins.  The  Secretariat,  in 
consultation  with  the  Animals 
Committee,  is  responsible  for 
monitoring  the  implementation  of  this 
resolution.  The  United  States,  after 
consultation  with  the  Animals 
Committee  and  the  Secretariat,  is 
considering  submitting  a  resolution  to 
clarify  some  points  in  the  resolution, 
including  a  description  of  the  parts  tag. 
One  organization  (a  State  Natural 
Resoiurces  Department)  recommended  a 
similar  tagging  system  for  snake  skins. 
The  Service  is  not  considering 
proposing  such  a  resolution  at  this  time, 
but  welcomes  comments  ^s  to  the 
feasibility  of  and  necessity  for  such  a 
requirement. 

12.  Bred  in  Captivity 

CITES  Resolution  Conf.  2.12  (Rev.) 
provides  criteria  for  certifying 
specimens  as  bred  in  captivity  for  the 
exemptions  provided  for  in  Article  Vn, 
paragraphs  4  and  5.  Whereas  the  CITES 
Secretariat  has  been  directed  to  develop 
a  new  resolution  that  would  replace 
Conf.  2.12  (Rev.)  by  consolidating  it 
with  Conf.  8.15  and  Conf.  8.22  (also 
dealing  with  animals  bred  in  captivity), 
the  Service  is  considering  submission  of 
a  revised  resolution  that  would  retain 
the  basic  elements  of  Conf.  2.12  (Rev.) 
but  add  clarifying  definitions  and 
examples.  However,  the  Service  will 
defer  a  decision  on  whether  to  propose 
such  a  resolution  until  further 
discussion  of  this  topic  by  the  Animals 
Committee  at  its  September  meeting. 


13.  Breeding  Appendix-I  Species  in 
Captivity  for  Commercial  Purposes 
Operations  breeding  Appendix-I 
species  in  captivity  for  commercial 
purposes  must  be  registered  with  the 
CITES  Secretariat  according  to  the 
procediues  established  in  Resolution 
Conf.  8.15.  Once  an  operation  is 
registered  for  a  given  Appendix-I 
species,  specimens  of  that  species 
produced  at  that  operation  (including 
parts  and  derivatives  thereof)  may  be 
deemed  to  be  specimens  of  an 
Appendix-II  species  and  are  subject  to 
the  permitting  requirements  of  Article 
rV.  While  the  CITES  Secretariat  has 
been  directed  to  prepare  a  new 
resolution  consolidating  extant 
resolutions  dealing  with  animal 
specimens  bred  in  captivity,  including 
Appendix-I  species  bred  for  commercial 
purposes,  the  Service  is  considering 
proposing  a  revised  version  of  Conf. 

8.15  in  which  inconsistencies  in  the 
present  resolution  would  be  corrected 
and  a  few  information  requirements 
deleted.  Before  proceeding  with  such  a 
proposed  resolution,  the  Service  will 
wait  until  after  discussion  of  this  topic 
by  the  Animals  Committee  at  its 
September  meeting  to  determine  if  such 
a  resolution  may  be  needed. 

14.  Illegal  Trade  in  Whale  Meat 
In  support  of  the  prohibition  by  the 
International  Whaling  Commission 
(IWC)  of  commercial  whaling  for 
various  whale  species,  all  species  of  the 
great  whales  are  listed  in  Appendix  1  of 
CITES.  Since  1980,  a  number  of  illegal 
shipments  of  whale  meat  have  been 
stopped  or  seized  by  several  government 
authorities.  A  resolution  was  adopted  by 
the  Parties  at  COP9,  which  calls  for 
further  cooperation  between  CITES  and 
the  IWC  in  order  to  stop  illegal 
international  trade  in  whale  products. 
Analogous  resolutions  were  adopted  by 
the  IWC  in  1995  and  1996.  The  United 
States  may  submit  a  resolution  at  COPIO 
urging  continued  cooperation  between 
CITES  and  the  IWC  with  regard  to 
halting  the  illegal  trade  in  whale 
products.  During  the  comment  period 
one  organization  recommended  that  the 
Service  raise  this  issue  at  both  the  next 
meeting  of  the  Standing  Committee  and 
the  COP.  It  is  on  the  agenda  of  both  the 
COP  and  the  Standing  Committee,  was 
the  focus  of  a  recent  Notification  to  the 
Parties,  and  certainly  will  receive  - 
significant  attention. 

Resolutions  That  the  Service  May  Not 
Submit  for  Consideration  at  COPIO 

There  were  a  number  of 
recommendations  submitted  to  the 
Service  as  suggested  resolutions  or 
agenda  items  for  consideration  at  COPIO 
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that  the  Service  is  either  not  considering 
submitting  at  this  time,  or  the  Service 
will  address  in  ways  other  than  through 
a  draft  resolution.  Some  of  these  are 
excellent  suggestions,  which  are 
precluded  by  higher  priorities.  The 
Service  notes  that  the  agenda  for  COPIO 
is  already  extremely  full,  and  that  many 
issues  will  be  addressed  in  either  the 
Animals  or  Plants  Committees,  or  may 
be  addressed  in  other  ways  at  COPlO. 

The  Service  welcomes  information  on 
these  issues,  including  an  assessment  of 
whether  they  should  be  given  a  higher 
priority  by  the  Service  than  other  issues. 
There  are  some  issues  that  the  Service 
may  consider  submitting  documents  cn, 
depending  on  the  outcome  of 
discussions  in  the  Animals,  Plants,  and 
Standing  Committees. 

1.  Appendix  I  tourist  items  at  airports: 
The  Service  received  comments  from  six 
organi2:ations  recommending  a 
resolution  dealing  with  the  sale  of 
Appendix  I  products  in  airports  and 
duty-free  zones.  The  suggested 
resolution  would  deal  with  this 
important  enforcement  problem, 
whereby  many  international  airports 
continue  to  sell  tourist  souvenirs  of 
Appendix  I  specimens,  in  spite  of  the 
fact  that  they  cannot  be  legally  exported 
or  imported  by  the  traveller.  The  Service 
agrees  that  Parties  should  be  more 
vigilant,  and  such  sales  are  a 
conservation  concern.  However,  the 
Service  believes  at  this  time  this  issue 
can  be  addressed  directly  by  the 
Secretariat  through  its  ongoing 
educational  efforts. 

2.  Bear  parts  trade:  The  Service 
received  comments  from  six 
organizations  recommending 
submission  of  a  draft  resolution 
regarding  illegal  trade  in  parts  and 
products  of  Appendix  I  bear  species. 

The  Service  agrees  that  this  is  a  very 
high  priority  issue.  At  the  request  of  the 
United  States,  this  issue  is  on  the 
agenda  of  both  the  Animals  Committee 
and  the  Standing  Committee.  The 
Service  may  submit  a  discussion  paper 
to  the  Animals  Committee,  and  based  on 
the  outcome  of  discussions  in  both 
Committees  will  assess  whether  or  not 

a  discussion  paper  should  be  submitted 
to  COPIO.  More  appropriately,  the 
Secretariat  may  be  asked  by  either 
Committee  to  prepare  a  discussion 
paper  for  COPIO. 

3.  Enforcement:  Five  organizations 
submitted  comments  recommending 
that  the  United  States  submit  a 
resolution  on  enforcement.  The  Service 
agrees  with  all  of  the  recommendations 
to  the  Parties  suggested  by  these 
organizations,  but  believes  that  they  are 
adequately  covered  by  other  resolutions, 
including  Resolution  Conf.  9.8,  as  well 


as  by  efforts  of  the  Secretariat.  One 
organization  raised  valid  concerns  about 
the  unfortunate  delay  in  selection  of  the 
Secretariat  Enforcement  Officer.  The 
Service  has  expressed  these  concerns 
through  the  Standing  Committee,  as 
well  as  in  other  fora.  One  organization 
submitted  a  draft  resolution 
recommending  coordination  between 
Customs  and  other  enforcement 
agencies,  development  of  national 
legislation,  training,  and  other  measures 
designed  to  enforce  the  Convention.  The 
Service  agrees  that  enforcement  by 
Parties  and  international  cooperation  in 
enforcement  are  the  highest  priorities 
necessary  to  increase  the  effectiveness 
of  the  Convention,  but  does  not  believe 
that  a  new  resolution  is  necessary  at  this 
time.  The  Service  welcomes  comments 
and  information  on  this  issue,  and  may 
develop  such  a  resolution  for 
submission  to  COPIO. 

4.  Criteria  for  Sustainability:  Two 

organi2»tions  recommended  that  the 
United  States  develop  criteria  for 
assessing  the  sustainability  of 
international  commercial  trade  in  wild 
fauna  and  flora.  The  Service  considers 
this  to  be  an  excellent  idea,  but  current 
time  availability  and  personnel  and 
other  resources  available  to  the  Service 
preclude  the  implementation  of  such  a 
project.  The  Service  does  note  that  it 
recently  published  a  final  rule  which 
established  criteria  for  evaluation  of 
sustainable  use  management  plans  for 
wild  birds  subject  to  international  trade, 
which  has  direct  bearing  on  this  issue. 
The  Service  agrees  that  such  practical 
criteria  could  assist  Parties  in  making 
their  required  non-detriment  findings 
imder  Article  IV,  and  would  be  very 
useful  for  the  Parties,  and  welcomes  any 
comments  or  suggestions  on  this 
concept.  _ 

5.  Relationship  between  CITES,  the 
General  Agreement  on  Tariffs  and  Trade 
(GATT),  and  the  World  Trade 
Organization  (WTO):  One  organization 
submitted  comments  recommending 
that  the  United  States  submit  a 
resolution  establishing  the  primacy  of 
CITES  over  the  GATT  and  WTO  rules. 
The  Service  believes  that  this  is  already 
the  case,  and  therefore  a  draft  resolution 
is  unnecessary.  The  Service  welcomes 
comments  on  this  issue  however. 

Announcement  of  Public  Meeting 

In  order  to  discuss  with  the  public 
species  proposals  and  proposed 
resolutions  and/or  agenda  items  that  it 
is  considering  submitting  for  discussion 
at  COPIO,  the  Service  announces  that  it 
will  hold  a  public  meeting  on  October 
3, 1996,  from  2:00  to  4:00  P.M.  in  room 
200  of  the  U.S.  Fish  and  Wildlife 
Service  building  in  Arlington,  Virginia, 


at  4401  N.  Fairfax  Drive.  Persons 
wishing  directions  to  the  public  meeting 
or  additional  information  should 
contact  the  Office  of  Management 
Authority  in  writing  (see  ADDRESSES, 
above)  or  at  (703)  358-2095. 

Request  for  Information  and  Comments 

The  Service  invites  comments  and 
information  fix)m  the  public  on  the 
COPIO  possible  agenda  items  discussed 
above,  and  COPIO  potential  proposed 
resolutions  and/or  agenda  items 
discussed  above.  Information  and 
comments  should  be  submitted  to  the 
Service  no  later  than  October  11, 1996 
to  be  ensm^  of  consideration. 

Observers 

Article  XI,  paragraph  7  of  the 
Convention  states: 

Any  body  or  agency  technically 
qualified  in  protection,  conservation  or 
management  of  wild  fauna  and  flora,  in 
the  following  categories,  which  has 
informed  the  Secretariat  of  its  desire  to 
be  represented  at  meetings  of  the 
Conference  by  observers,  shall  be 
admitted  unless  at  least  one-third  of  the 
Parties  present  object: 

(a)  International  agencies  or  bodies, 
either  governmental  or  non¬ 
governmental,  and  national 
governmental  agencies  and  bodies;  and 

(b)  National  non-govemmental 
agencies  or  bodies  which  have  been 
approved  for  these  purposes  by  the  State 
in  which  the^  are  located. 

Once  admitted,  these  observers  shall 
have  the  right  to  participate  but  not  to 
vote. 

Persons  wishing  to  be  observers 
representing  U.S.  national  non- 
govemmental  organizations  must 
receive  prior  approval  of  the  Service. 
International  organizations  (which  must 
have  offices  in  more  than  one  coimtry) 
may  request  approval  directly  from  the 
Secretariat.  After  granting  of  that 
approval,  a  national  non-govemmental 
organization  is  eligible  to  register  with 
the  CITES  Secretariat  and  must  register 
with  the  Secretariat  prior  to  the  COP  in 
order  to  participate  in  the  COP  as  an 
observer.  Individuals  that  are  not 
affiliated  with  an  organization  may  not 
register  as  observers.  Requests  for  such 
approval  should  include  evidence  of 
technical  qualification  in  protection, 
conservation  or  management  of  wild 
fauna  and/or  flora,  on  the  part  of  both 
the  organi2:ation  and  the  individual 
representative(s).  Organizations 
previously  approved  by  the  Service 
must  submit  a  request  but  do  not  need 
to  provide  as  detailed  information 
concerning  their  qualifications  as  those 
seeking  approval  for  the  first  time. 
Organizations  seeking  approval  for  the 
first  time  should  detail  ffieir  experience 
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in  the  protection,  conservation,  or 
management  of  wild  fauna  and/or  flora, 
as  well  as  their  piuposes  for  wishing  to 
participate  in  the  COP  as  an  observer. 
Such  requests  should  be  sent  to  the 
Office  of  Management  Authority  (OMA; 
see  ADDRESSES,  above)  or  submitted  to 
OMA  electronically  via  E-mail  to: 
Mark_Albert@mail.fws.gov.  Upon 
approval  by  OMA,  an  organization  will 
receive  instructions  for  registration  with 
the  CITES  Secretariat  in  Switzerland, 
including  relevant  travel  and  hotel 
information.  Any  organization 
requesting  approval  for  observer  status 
at  COPIO  will  be  added  to  the  Service’s 
CTTES  Mailing  List  if  it  is  not  already 
included,  and  will  receive  copies  of  all 
future  Federal  Register  notices  and 
other  information  pertaining  to  COPIO. 

A  list  of  organizations  approved  for 
observer  status  at  COPIO  will  be 
available  from  OMA  just  prior  to  the 
start  of  COPIO. 

Future  Actions 

COPIO  is  scheduled  for  Jvme  9-20, 
1997,  in  Harare,  Zimbabwe.  Any 
proposals  to  amend  Appendix  I  or  n  at 
COPIO  and  any  propos^  resolutions  for 
discussion  at  ^PlO  must  be  submitted 
by  the  United  States  to  the  CTTES 
Secretariat  at  least  150  days  prior  to  the 
meeting  (January  10, 1997).  Therefore, 
as  part  of  the  consultation  process  with 
countries  within  which  the  proposed 
species  occur,  the  Service  plans  to  send 
any  such  proposals  for  species  not 
endemic  to  the  United  States  to  those 
countries  for  comment  by  mid-October 

1996  and  to  the  Secretariat  by  January 
10, 1997. 

The  Service  plans  to  publish  a 
Federal  Register  notice  in  February 

1997  to  annoimce  the  Service’s 
decisions  on  species  proposals  and 
proposed  resolutions  that  are  submitted 
by  me  United  States  to  the  CITES 
Secretariat.  Through  a  series  of 
additional  notices  in  advance  of  COPIO, 
the  Service  will  inform  the  public  about 
preliminary  and  final  negotiating 
positions  on  resolutions  and 
amendments  to  the  Appendices 
proposed  by  other  Parties  for 
consideration  at  COPIO.  The  Service 
will  also  publish  an  announcement  of  a 
public  meeting  to  be  held  in  April  1997 
to  receive  public  input  on  its  proposed 
negotiating  positions  for  COPIO. 

Author.  This  notice  was  prepared  by  Dr. 
Susan  Liebennan,  Office  of  Management 
Authority,  under  the  authority  of  the  U.S. 
Endangered  Species  Act  of  1973,  as  amended 
(16  U.S.C  1531  et  seq.). 

List  of  Subjects  in  50  CFR  Part  23 

Endangered  and  threatened  species. 
Exports,  Imports,  Treaties. 


Dated:  August  22, 1996. 

Jay  L.  Gerst, 

Acting  Director. 

(FR  Doc.  96-21975  FUed  8-27-96;  8:45  am) 

BILUNQ  CODE  4310-S6-P 


Bureau  of  Land  Management 

[WY-G20-06-1330-01;  WYW139796, 
WYW139797,  WYW139798,WYW1 39799, 
WYW139800,  WYW139801,  WYW139802, 
WYW128038] 

Cheyenne,  Wyoming;  Notice  of  Sodium 
Lease  Offerings  by  Seaied  Bid 

agency:  Bureau  of  Land  Management, 
Interior.  Wyoming. 

SUMMARY:  Notice  is  hereby  given  that 
certEiin  sodium  resources  in  the  lands 
hereinafter  described,  located  in 
Sweetwater  County,  Wyoming,  will  be 
offered  for  competitive  lease  by  sealed 
bid  in  accordance  with  the  provisions  of 
the  Mineral  I..ands  Leasing  Act  of  1920 
(30  U.S.C.  181  et  seq.)  as  amended. 
DATES:  TTie  lecise  side  will  be  held  at 
2:00  p.m.,  on  Thursday,  September  26, 
1996.  Sealed  bids  must  be  submitted 
before  1:00  p.m.,  on  Thursday, 
September  26, 1996. 

ADDRESSES:  The  lease  sale  will  be  held 
in  the  first  floor  conference  room  (Room 
107)  of  the  Wyoming  State  Office,  5353 
Yellowstone  Road,  P.O.  Box  1828, 
Cheyenne,  Wyoming  82003.  Sealed  bids 
must  be  submitted  to  the  Cashier, 
Wyoming  State  Office,  at  the  address 
given  above. 

FOR  FURTHER  INFORMATION  CONTACT: 
Mavis  Love,  Land  Law  Examiner,  at 
307-775-6258. 

SUPPLEMENTARY  INFORMATION:  These 
offerings  are  being  made  as  a  result  of 
expressions  of  interest  filed  in  the 
Wyoming  State  Office.  The  tracts  will  be 
leased  to  the  qualified  bidder  of  the 
highest  cash  amount  provided  that  the 
hi^  bid  meets  the  fair  market  value 
determinations  of  the  tracts.  The 
minimum  bid  is  $200.00  per  acre.  No 
bid  less  than  $200.00  per  acre  will  be 
considered.  The  minimum  bid  is  not 
intended  to  represent  fair  market  value. 
The  fair  market  value  will  be 
determined  by  the  Authorized  Officer 
after  the  sale. 

The  resource  to  be  offered  consists  of 
all  the  sodiiun  in  the  following 
described  lands  located  in  Sweetwater 
County,  Wyoming.  Minable  reserves  are 
defined  as  beds  that  are  maximum  of 
2000  feet  deep,  are  a  minimmn  of  8  feet 
thick,  and  have  a  minimum  quality 
greater  than  85  percent  trona  and  less 
than  2  percent  ^lite. 

Tract  A  (WYW139796) 

T.  17  N.;  R.  109  W.,  6th  P.M.,  Wyoming 


Sec.  20:  All; 

Sec.  28:  All. 

Containing  1,280  aaes. 

Tract  A  contains  an  estimated  37.1 
million  tons  in  Bed  14,  25.3  million  tons 
in  Bed  12,  8.4  million  tons  in  Bed  2,  and 
1.6  million  tons  in  Bed  1  for  a  roimded 
total  of  72.5  million  tons  of  minable 
trona  in  the  tract. 

Tract  B  (WYW139797) 

T.  17  N.,  R.  109  W.,  6th  P.M.,  Wyoming 
Sec.  22:  All; 

Sec.  26:  All. 

Containing  1,280  acres. 

Tract  B  contains  as  estimated  25.4 
million  tons  in  Bed  17, 12.9  million  tons 
in  Bed  14,  .6  million  tons  in  Bed  12,  6.2 
million  tons  in  Bed  9,  and  12.9  million 
tons  in  Bed  2  for  a  rounded  total  of  67.0 
million  tons  of  minable  trona  in  the 
tract. 

Tract  C  (WYW139798) 

T.  17  N.,  R.  109  W.,  6th  P.M.,  Wyoming 
Sec.  14:  All; 

Sec.  24:  Lots  1  thru  16. 

Containing  1,193.60  acres. 

Tract  C  contains  as  estimated  35.8 
million  tons  in  Bed  17,  4.3  million  tons 
in  Bed  14,  3.4  million  tons  in  Bed  12, 

7.0  million  tons  in  Bed  9,  and  5.4 
million  tons  in  Bed  2  for  a  rouiltled  total 
of  55.9  million  tons  of  minable  trona  in 
the  tract. 

Tract  D  (WYW139799) 

T.  17  N.,  R.  108  W.,  6th  P.M.,  Wyoming 
Sec.  6:  Lots  8  thru  14,  S2NE,  SENW,  E2SW, 
SE; 

Sec.  8:  All; 

Sec.  18:  Lots  5  thru  8,  E2W2,  E2; 

T.  17  N.,  R.  109  W.,  6th  P.M.,  Wyoming 
Sec.  12:  Lots  1, 4  thru  6,  8  thru  10,  SW, 
SWSE. 

Containing  2,312.01  acres. 

Tract  D  contains  as  estimated  50.0 
million  tons  in  Bed  17, 17.1  million  tons 
in  Bed  14,  and  11.5  million  tons  in  Bed 
5  for  a  rounded  total  of  78.6  million  tons 
of  minable  trona  in  the  tract. 

Tract  E  (WYW139800) 

T.  17  N.,  R.  108  W.,  6th  P.M.,  Wyoming 
Sec.  30:  Lots  5  thru  8,  E2W2,  E2. 
Containing  638.80  acres. 

Tract  E  contains  an  estimated  20.8 
million  tons  in  Bed  17,  .9  million  tons 
in  Bed  9, 16.4  million  tons  in  Bed  5,  and 
13.8  million  tons  in  Bed  3  for  a  rounded 
total  of  51.9  million  tons  of  minable 
trona  in  the  tract. 

Tract  F  (WYW139801) 

T.  17  N.,  R.  108  W.,  6th  P.M.,  Wyoming 
Sec.  20:  All; 

Sec.  23:  All; 

Sec.  34:  All, 

Containing  1,920  acres. 

Tract  F  contains  an  estimated  45.8 
million  tons  in  Bed  17,  .5  million  tons 
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in  Bed  14,  2.9  million  tons  in  Bed  2,  and 
9.4  million  tons  in  Bed  1  for  a  rounded 
total  of  58.7  million  tons  of  minable 
trona  in  the  tract. 

Tract  G  (WYW139802) 

T.  15  N.,  R.  108  W.,  6th  P.M.,  Wyoming 

Sec.  6:  Lots  1  thru  7,  S2NE,  SENW,  E2SW, 
SE; 

Sec.  8:  All. 

Containing  1,269.52  acres. 

Tract  G  contains  an  estimated  1.4 
million  tons  in  Bed  17, 4.9  million  tons 
in  Bed  9, 31.3  million  tons  in  Bed  4,  and 
51.7  million  tons  in  Bed  2  for  a  rotmded 
total  of  89.2  million  tons  of  minable 
trona  in  the  tract. 

Tract  H  rWYWl28038) 

T.  17  N.,  R.  110  W.,  6th  P.M.,  Wyoming 

Sec.  10:  All; 

Sec.  12:  All. 

Containing  1,280  acres. 

Tract  H  contains  an  estimated  2.6 
million  tons  in  Bed  17,  .6  million  tons 
in  Bed  14,  and  30.8  million  tons  in  Bed 
12  for  a  rounded  total  of  34.0  million 
tons  of  minable  trona  in  the  tract.  The 
lands  included  in  Tract  H  were 
previously  offered  as  Parcel  3  at  the 
sodiiun  sale  held  May  1, 1996;  however, 
the  one  bid  received  for  the  parcel  did 
not  meet  fair  market  value  as 
determined  by  the  Authorized  Officer. 

The  leases  issued  as  a  result  of  this 
offering  will  provide  for  payment  of 
annual  rental  for  each  acre,  or  fraction 
thereof,  as  follows:  25  cents  for  the  first 
calendar  year  or  fraction  thereof;  50 
cents  for  the  second,  third,  fourth  and 
fifth  calendar  years,  respectively;  and, 
one  dollar  for  the  sixth  and  each  and 
very  calendar  year  thereafter  during  the 
continuance  of  the  leases.  The  rental 
paid  for  any  year  shall  be  credited 
against  the  first  royalties  as  they  accrue 
imder  the  lease  during  the  year  for 
which  the  rental  was  paid.  The 
production  royalty  rate  shall  be  8 
percent  of  the  quantity  or  gross  value  of 
the  output  of  sodium  compounds  and 
related  products  at  the  point- of 
shmment  to  market. 

The  Bureau  of  Land  Management 
reserves  the  right  to  withdraw  any  or  all 
of  the  parcels  at  any  time  prior  to  the 
sale. 

Bidding  instructions  for  the  offered 
tracts  are  included  in  the  Detailed 
Statement  of  Lease  Sale.  Copies  of  the 
statement  and  of  the  proposed  sodium 
leases  are  available  at  the  Wyoming 
State  Office.  Case  file  documents  are 
also  available  at  that  office  for  public 
inspection. 

Dennis  R.  Stenger, 

Acting  Deputy  State  Director,  Minerals  and 
Lands. 

[FR  Doc.  96-21503  Filed  8-27-96;  8:45  am] 
BILUNO  CODE  4310-22-M 


Minerals  Management  Service 

AGENCY:  Minerals  Management  Service, 
Interior. 

ACTION:  Notice  of  availability  of  the 
proposed  final  5-Year  Outer  Continental 
Shelf  (OCS)  Oil  and  Gas  Leading 
Program  for  1997-2002. 

The  MMS  has  issued  a  Proposed  Final 
OCS  Oil  and  Gas  Program  for  1997- 
2002.  This  is  the  last  of  three  program 
proposals  required  to  be  prepared  before 
approval  of  a  new  5-year  OCS  program 
in  accordance  with  section  18  of  the 
OCS  Lands  Act,  as  amended.  In  addition 
to  the  requirements  of  section  18,  the 
President’s  and  Secretary’s  policy 
objectives  of  consensus-based 
decisionmaking,  science-based 
decisionmaking,  and  the  use  of  natural 
gas  as  an  environmentally  preferred  fuel 
have  been  considered  in  developing  the 
Proposed  Final  Program. 

Sixty  days  after  issuance  of  the 
Proposed  Final  Program,  the  new 
program  may  be  approved  to  succeed 
the  current  one,  which  covers  the  period 
July  1992  through  June  1997.  The  5-year 
OCS  program  provides  a  means  for  the 
Federal  Government,  affected  States  and 
localities,  industry,  and  other  interested 
parties  to  plan,  consult,  and  coordinate 
on  OCS  activities. 

A  final  Environmental  Impact 
Statement  (EIS)  prepared  in  accordance 
with  section  102(2)(C)  of  the  National 
Environmental  Policy  Act  is  being 
issued  along  with  the  Proposed  Final 
Program. 

Imposed  Final  Program  and  final  EIS 
information  and  documents  can  be 
obtained  from  the  following:  Regional 
Director,  MS-5000,  Gulf  of  Mexico 
Region,  Minerals  Management  Service, 
1201  Elmwood  Park  Boulevard,  New 
Orleans,  Lomsiana  70123-2394, 
telephone  (504)  736-2947  or  1-800- 
200^1JLF;  Re^onal  Director,  MS-7000, 
Pacific  Region,  Minerals  Management 
Service,  770  Paseo  Camarillo,  Camarillo, 
CaUfomia  93010,  telephone  (805)  389- 
7533;  and  Regional  Director,  MS^OOO, 
Alaska  Region,  Minerals  Management 
Service,  University  Plaza  Building, 

Suite  300,  949  East  36th  Avenue, 
Anchorage,  Alaska  99508,  telephone 
(907)  271-6070. 

Proposed  Filial  Program  information 
and  documents  also  can  be  obtained 
from:  Chief,  Branch  of  Program 
Development  and  Planning,  MS-4430, 
Minerals  Management  Service,  Room 
2328,  381  Elden  Street,  Herndon, 
Virginia  22070-4817,  telephone  (703) 
787-1215. 

Final  EIS  information  and  docvunents 
also  can  be  obtained  from:  Chief, 
Environmental  Projects  Coordination 
Branch,  MS-4320,  Mineral^ 


Management  Service,  831  Elden  Street, 
Herndon  Virginia  22070-4817, 
telephone  (703)  787-1674. 

For  information  on  the  development 
of  the  Proposed  Final  Program  for  1997- 
2002,  telephone  Carol  Hartgen  or  Tim 
Redding,  Branch  of  Program 
Development  and  Plaiming,  at  (703) 
787-1215. 

Dated:  August  22, 1996. 

Cynthia  Quarterman, 

Director,  Minerals  Management  Service. 

[FR  Doc.  96-21984  Filed  8-27-96;  8:45  am] 
BILUNO  CODE  4310-Mn4l 


National  Park  Service 

Cape  Cod  National  Seashore  Advisory 
Commission;  Establishment 

AGENCY:  National  Park  Service, 
IDepartment  of  the  Interior. 

ACTION:  Establishment. 

SUMMARY:  The  National  Park  Service 
(NPS)  is  giving  notice  of  its  intent  to 
establish  the  Gape  Cod  National 
Seashore  Advisory  Conunission  in 
accordance  with  ffie  Federal  Advisory 
Committee  Act  (PL  92-463,  86  Stat.  770, 
5  U.S.C.  Appx.,  section  10). 

’The  Commission  was  originally 
established  by  Section  8  of  PL  87-126, 
August  7, 1961.  It  was  reestablished  by 
PL  99-349,  Amendment  24,  July  2, 

1986,  £md  extended  to  May  31, 1996,  by 
PL  99-420,  September  25, 1986. 

Because  the  need  for  the  Commission  is 
expected  to  continue  indefinitely,  the 
National  Park  Service  is 
administratively  re-estabUshing  the 
Commission  in  the  same  form  as  it  has 
existed  under  its  expired  statutory 
authority.  In  this  way  the  Commission 
may  continue  its  work  without 
interruption. 

The  purpose  of  the  Commission  is  to 
consult  with  the  Secretary  of  the 
Interior,  or  the  Secretary’s  designee, 
with  respect  to  matters  relating  to  the 
development  of  the  Cape  Cod  Nationeil 
Seashore,  and  with  respect  to  carr3dng 
out  the  provisions  of  sections  4  and  5 
of  the  Act  establishing  the  Seashore. 

Composition;  The  Commission  is  to 
consist  of  10  members  as  follows: 

(1)  Six  members  appointed  firom 
recommendations  made  by  each  of  the 
boards  of  selectmen  of  the  towns  of 
Truro,  Wellfleet,  Eastham,  Orleans, 
Chatham,  and  Provincetown, 
Commonwealth  of  Massachusetts; 

(2)  One  member  to  be  appointed  from 
recommendations  of  the  coxmty 
commissioners  of  Barnstable  Coimty, 
Commonwealth  of  Massachiisetts; 

(3)  Two  members  to  be  appointed 
from  recommendations  of  the  Governor 
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of  the  Commonwealth  of  Massachusetts: 
and 

(4)  One  member  to  be  appointed  at  the 
discretion  of  the  Secretary. 

Copies  of  the  Commission’s  charter 
will  1^  Bled  with  the  appropriate 
committees  of  Congress  and  with  the 
Library  of  Congress  in  accordance  with 
section  9(c)  of  the  Federal  Advisory 
Committee  Act  (FACA),  5  U.S.C.  appx. 

NFS  invites  any  interested  person  to 
comment  on  the  proposal  to  establish 
this  Commission. 

Records  of  Meetings;  In  accordance 
with  the  requirements  of  the  Federal 
Advisory  Committee  Act,  5  U.S.C. 

Appx.  1988,  the  NFS  will  keep  a  record 
of  all  Commission  meetings. 

Administrative  Support:  To  the  extent 
authorized  by  law,  the  NFS  will  fund 
the  costs  of  the  Commission  and 
provide  administrative  support  and 
technical  assistance  for  the  activities  of 
the  Commission. 

Certification:  I  hereby  certify  that  the 
administrative  establishment  of  the 
Cape  Cod  National  Seashore  Advisory 
Commission  is  necessary  and  in  the 
public  interest  in  connection  with  the 
performance  of  duties  imposed  on  the 
Department  of  the  Interior  by  the  Act  of 
August  25, 1916, 16  U.S.C.  1  et  seq.,  and 
other  statutes  relating  to  the 
administration  of  the  National  Fark 
System. 

Dated;  June  20, 1996. 

Bruce  Babbitt, 

Secretary  of  the  Interior 

(FR  Doc.  96-21913  Filed  8-27-96;  8:45  am] 

BILUNQ  COOE  4310-70-P 


Bureau  of  Reclamation 

Bay-Delta  Advisory  Council  Meeting 

AGENCY:  Bureau  of  Reclamation, 

Interior. 

ACTION:  Notice  of  meeting. 

SUMMARY:  The  Bay-Delta  Advisory 
Cotmcil  (BDAC)  will  meet  to  discuss 
several  issues  including:  the  process 
and  schedule  to  refine  &e  alternative 
components  in  Fhase  II  of  the  program; 
status  reports  on  the  program 
components;  and  status  reports 
outlining  activities  and  concerns  from 
the  BDAC  Work  Groups  and  CALFED 
technical  groups.  This  meeting  is  open 
to  the  public.  Interested  persons  may 
make  oral  statements  to  ^e  BDAC  or 
may  file  written  statements  for 
consideration. 

DATES:  The  Bay-Delta  Advisory  Council 
meeting  will  be  held  firom  10  a.m.  to  5 
p.m.  on  Friday,  September  20, 1996. 
ADDRESSES:  The  Bay-Delta  Advisory 
Council  will  meet  at  the  Sacramento 


Convention  Center,  1400  J  Street,  Room 
308,  Sacramento,  CA. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 
Sharon  Gross,  CALFED  Bay-Delta 
Frogram,  at  (916)  657-2666.  If 
reasonable  accommodation  is  needed 
due  to  a  disability,  please  contact  the 
Equal  Employment  Opportunity  Office 
at  (916)  653-6952  or  TDD  (916)  653- 
6934  at  least  one  week  prior  to  the 
meeting. 

SUPPLEMENTARY  INFORMATION:  The  San 
Francisco  Bay/Sacramento-San  Joaquin 
Delta  Estuary  (BayrDelta  system)  is  a 
critically  important  part  of  California’s 
natural  environment  and  economy.  In 
recognition  of  the  serious  problems 
facing  the  region  and  the  complex 
resource  management  decisions  that 
must  be  made,  the  state  of  California 
and  the  Federal  government  are  working 
together  to  stabilize,  protect,  restore, 
and  enhance  the  Bay-Delta  system.  The 
State  and  Federal  agencies  with 
management  and  regulatory 
responsibilities  in  the  Bay-Delta  system 
are  working  together  as  CALFED  to 
provide  policy  direction  and  oversight 
for  the  process. 

One  area  of  Bay-Delta  management 
includes  the  establishment  of  a  joint 
State-Federal  process  to  develop  long¬ 
term  solutions  to  problems  in  the  Bay- 
Delta  system  related  to  fish  and  wildlife, 
water  supply  reliability,  natural 
disasters,  and  water  quality.  The  intent 
is  to  develop  a  comprehensive  and 
balanced  plan  which  addresses  all  of  the 
resource  problems.  This  effort,  the 
CALFED  Bay-Delta  Frogrfun  (Frogram), 
is  being  carried  out  under  the  policy 
direction  of  CALFED.  The  CALFED  Bay- 
Elelta  Frogram  is  exploring  and 
developing  a  long-term  solution  for  a 
cooperative  planning  process  that  will 
determine  the  most  appropriate  strategy 
and  actions  necessary  to  improve  water 
quality,  restore  health  to  the  Bay-Delta 
ecosystem,  provide  for  a  variety  of 
beneficial  uses,  and  minimize  Bay-Delta 
system  vulnerability.  A  group  of  citizen 
advisors  representing  California’s 
agricultiural,  environmental,  urban, 
business,  fishing,  and  other  interests 
who  have  a  stake  in  finding  long-term 
solutions  for  the  problems  affecting  the 
Bay-Delta  system  has  been  chartered 
under  the  Federal  Advisory  Committee 
Act  (FACA)  as  the  Bay-Delta  Advisory 
Council  (BDAC)  to  advise  CALFED  on 
the  program  mission,  problems  to  be 
addressed,  and  objectives  for  the 
CALFED  Bay-Delta  Frogram.  BDAC 
provides  a  forum  to  help  ensure  public 
participation,  and  will  review  reports 
and  other  materials  prepared  by 
CALFED  staff. 

Minutes  of  the  meeting  will  be 
maintained  By  the  CALTOD  Bay-Delta 


Frogram,  Suite  1155, 1416  Ninth  Street, 
Sacramento,  CA  95814,  and  will  be 
available  for  public  inspection  during 
regular  business  hours,  Monday  through 
Friday,  within  30  days  following  the 
meeting. 

Dated:  August  21, 1996. 

Roger  Patterson, 

Regional  Director,  Mid-Pacific  Region. 

(FR  Doc.  96-21972  Filed  8-27-96;  8:45  am) 
BILLING  CODE  4310-a4-M 


INTERNATIONAL  TRADE 
COMMISSION 

pnvestigation  No.  337-TA-380] 

Certain  Agricultural  Tractors  Under  50 
Power  Take-Off  Horsepower 

Notice  is  hereby  given  that  the 
prehearing  conference  in  this  matter 
will  commence  at  8:30  a.m.  on  August 
29, 1996,  in  Courtroom  A  (Room  100), 
U.S.  International  Trade  Commission 
Building,  500  E  St,  S.W.,  Washington, 
D.C.,  and  the  hearing  will  commence 
Immediately  thereafter. 

The  Secretary  shall  publish  this 
notice  in  the  Federal  Register. 

Issued:  August  20, 1996. 

Paul  J.  Luckera, 

Administrative  Law  Judge. 

[FR  Doc.  96-21956  Filed  8-27-96;  8:45  am) 
BILLING  CODE  702<M)2-P 


[Investigation  No.  731-TA-751 
(Preliminary)] 

Open-End  Spun  Rayon  Singles  Yam 
From  Austria 

AGENCY:  United  States  International 
Trade  Commission. 

ACTION:  Institution  of  antidumping 
investigation  and  scheduling  of  a 
preliminary  phase  antidumping 
investigation. 

SUMMARY:  The  Commission  hereby  gives 
notice  of  the  institution  of  an 
investigation  and  commencement  of 
preliminary  phase  antidumping 
investigation  No.  731-TA-751 
(Freliminary)  under  section  733(a)  of  the 
Tariff  Act  of  1930  (19  U.S.C.  §  1673b(a)) 
(the  Act)  to  determine  whether  there  is 
a  reasonable  indication  that  an  industry 
in  the  United  States  is  materially 
injured  or  threatened  with  material 
injury,  or  the  establishment  of  an 
industry  in  the  United  States  is 
materially  retarded,  by  reason  of 
imports  ^m  Austria  of  open-end  spun 
rayon  singles  yam,  provided  for  in 
subheading  5510.11.00  of  the 
Harmonized  Tariff  Schedule  of  the 
United  States,  that  are  alleged  to  be  sold 
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in  the  United  States  at  less  than  fair 
value.  Unless  the  Department  of 
Commerce  extends  the  time  for 
initiation  pursuant  to  section 
732(c)(1)(B)  of  the  Act  (19  U.S.C. 

§  1673a(c)(l)(B)),  the  Commission  must 
reach  a  preliminary  determination  in 
antidiunping  investigations  in  45  days, 
or  in  this  case  by  October  4, 1996.  The 
Commission’s  views  are  due  at  the 
Department  of  Commerce  within  five 
business  days  thereafter,  or  by  October 
11. 

For  further  information  concerning 
the  conduct  of  this  investigation  and 
rules  of  general  application,  consult  the 
Commission’s  Rules  of  Practice  and 
Procedure,  part  201,  subparts  A  through 
E  (19  CFR  part  201),  and  part  207, 
subparts  A  and  B  (19  CFR  part  207),  as 
amended  in  61  FR  37818  (July  22, 1996). 
EFFECTIVE  DATE:  August  20, 1996. 

FOR  FURTHER  INFORMATION  CONTACT:  Tim 
Timberlake  (202-205-3188),  Office  of 
Investigations,  U.S.  International  Trade 
Commission,  500  E  Street  SW., 
Washington,  DC  20436.  Hearing- 
impaired  persons  can  obtain 
information  on  this  matter  by  contacting 
the  Commission’s  TDD  terminal  on  202- 
205-1810.  Persons  with  mobility 
impairments  who  will  need  special 
assistance  in  gaining  access  to  the 
Commission  should  contact  the  Office 
of  the  Secretary  at  202-205-2000. 
General  information  concerning  the 
Commission  may  also  be  obtained  by 
accessing  its  internet  server  (http:// 
www.usitc.gov  or  ftp://ftp.usitc.gov). 

SUPPLEMENTARY  INFORMATION 

Background. — ^This  investigation  is 
being  instituted  in  response  to  a  petition 
filed  on  August  20, 1996,  by  the  Ad-Hoc 
Committee  of  Open-End  Spun  Rayon 
Yam  Producers,  Gastonia,  North 
Carolina.  The  Committee  includes 
Burlington  Madison  Yam  Company,  ' 
Greensboro,  NC;  Carolina  Mills,  Inc., 
Maiden,  NC;  National  Spinning 
Company,  Washington,  NC;  and 
Uniblend  Spiimers,  Inc.,  Union,  SC. 

Participation  in  the  investigation  and 
public  service  list. — ^Persons  (other  than 
petitioners)  wishing  to  participate  in  the 
investigation  as  parties  must  file  an 
entry  of  appearance  with  the  Secretary 
to  the  Commission,  as  provided  in 
sections  201.11  and  207.10  of  the 
Commission’s  mles,  not  later  than  seven 
days  after  publication  of  this  notice  in 
the  Federid  Register.  Industrial  users 
and  (if  the  merchandise  under 
investigation  is  sold  at  the  retail  level) 
representative  consumer  organizations 
have  the  right  to  appear  as  parties  in 
Commission  antidumping 
investigations.  The  Secretary  will 
prepare  a  public  service  list  containing 


the  names  and  addresses  of  all  persons, 
or  their  representatives,  who  are  parties 
to  this  investigation  upon  the  expiration 
of  the  period  for  filing  entries  of 
appearance. 

Limited  disclosure  of  business 
proprietary  information  (BPl)  under  an 
administrative  protective  order  (APO) 
and  BPl  service  list. — ^Pursuant  to 
section  207.7(a)  of  the  Commission’s 
mles,  the  Secretary  will  make  BPl 
gathered  in  this  investigation  available 
to  authorized  applicants  representing 
interested  who  are  parties  to  the 
investigation  under  the  APO  issued  in 
the  investigation,  provided  that  the 
application  is  made  not  later  than  seven 
days  after  the  publication  of  this  notice 
in  the  Federal  Register.  A  separate 
service  list  will  be  maintained  by  the 
Secretary  for  those  parties  authorized  to 
receive  BPl  imder  the  APO. 

Conference. — ^The  Commission’s 
Director  of  Operations  has  scheduled  a 
conference  in  connection  with  this 
investigation  for  9:30  a.m.  on  September 
10, 1996,  at  the  U.S.  International  Trade 
Commission  Building,  500  E  Street  SW., 
Washington,  DC.  Parties  wishing  to 
participate  in  the  conference  should 
contact  Tim  Timberlake  (202-205-3188) 
not  later  than  September  6  to  arrange  for 
their  appearance.  Parties  in  support  of 
the  imposition  of  antidumping  duties  in 
this  investigation  and  parties  in 
opposition  to  the  imposition  of  such 
duties  will  each  be  collectively 
allocated  one  hour  within  which  to 
make  an  oral  presentation  at  the 
conference.  A  nonparty  who  has 
testimony  that  may  aid  the 
Commission’s  deliberations  may  request 
permission  to  present  a  short  statement 
at  the  conference. 

Written  submissions. — ^As  provided  in 
sections  201.8  and  207.15  of  the 
Commission’s  mles,  any  person  may 
submit  to  the  Commission  on  or  before 
September  13, 1996,  a  written  brief 
containing  information  and  arguments 
pertinent  to  the  subject  matter  of  the 
investigation.  Parties  may  file  written 
testimony  in  connection  with  their 
presentation  at  the  conference  no  later 
than  three  days  before  the  conference.  If 
briefs  or  written  testimony  contain  BPl, 
they  must  conform  with  the 
requirements  of  sections  201.6,  207.3, 
and  207.7  of  the  Commission’s  mles. 

In  accordance  with  sections  201.16(c) 
and  207.3  of  the  mles,  each  document 
filed  by  a  party  to  the  investigation  must 
be  served  on  all  other  parties  to  the 
investigation  (as  identified  by  either  the 
public  or  BPl  service  list),  and  a 
certificate  of  service  must  be  timely 
filed.  The  Secretary  will  not  accept  a 
document  for  filing  without  a  certificate 
of  service. 


Authority:  This  investigation  is  being 
conducted  under  authority  of  title  VII  of  the 
Tariff  Act  of  1930;  this  notice  is  published 
pursuant  to  section  207.12  of  the 
Conunission’s  rules. 

Issued:  August  22, 1996. 

By  order  of  the  Commission. 

Donna  R.  Koehnke, 

Secretary. 

IFR  Doc.  96-21973  Filed  8-27-96;  8:45  am) 
BILUNQ  CODE  7020-02-P 


JUDICIAL  CONFERENCE  OF  THE 
UNITED  STATES 

Meeting  of  the  Commiftee  on  Rules  of 
Practice  and  Procedure 

AGENCY:  Judicial  Conference  of  the 
United  States,  Committee  on  Rules  of 
Practice  and  Procedure. 

ACTION:  Notice  of  Request  for  Comment 
on  the  Preliminary  Draft  of  Proposed 
Amendments  to  the  Federal  Rules  of 
Appellate,  Civil,  and  Criminal 
Pro^dure,  and  the  Official  Bankmptcy 
Forms. 

SUMMARY:  The  Advisory  Committees  on 
Rules  of  Appellate,  Bankmptcy.  Civil, 
and  Criminal  Procedure  have  proposed 
amendments  to  the  following  mles  and 
forms: 

Appellate  Rules  and  Forms — 5,5.1,  and 
Form  4 

Bankmptcy  Forms — 1,  3,  6,  8,  9, 10, 14, 
17, 18,  and  new  Forms  20A  and  20B 
Civil  Rules — 23 

Criminal  Rules — 5.1,  26.2,  31.  33,35, 
and  43 

Public  hearings  will  be  held  on  the 
amendments  to: 

Appellate  Rules  in  Denver,  Colorado 
on  November  15, 1996; 

Civil  Rules  in  Philadelphia, 
Pennsylvania  on  November  22, 1996, 
Dallas,  Texas  on  December  16, 1996, 
and  San  Francisco,  California  on 
January  17, 1997;  and 
Criminal  Rules  in  Oakland,  California 
on  December  13  1997. 

The  Judicial  Conference  Committee 
on  Rules  of  Practice  and  Procedure 
submits  these  mles  for  public  comment. 
All  comments  and  suggestions  with 
respect  to  them  must  be  placed  in  the 
hands  of  the  Secretary  as  soon  as 
convenient  and,  in  any  event,  no  later 
than  Febmary  15, 1997. 

Anyone  interested  in  testifying  should 
write  to  Mr.  Peter  G.  McCabe,  Secretary, 
Committee  on  Rules  of  Practice  and 
Procedure,  Administrative  Office  of  the 
United  States  Courts,  Washington,  DC 
20544,  at  least  30  days  before  the 
hearing. 

FOR  FURTHER  INFORMATION  CONTACT:  John 
K.  Rabiej,  Chief,  Rules  Committee 


44346 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Notices 


Support  Office,  Administrative  Office  of 
the  United  States  Courts,  Washington, 
D.C  20544,  telephone  (202)  273-1820. 

Dated:  August  22, 1996. 

John  K.  Kabi^ 

Chief,  Rules  Committee  Support  Office. 

(FR  Doc  96-21977  Filed  8-27-96;  8:45  am) 
BRJJNQ  CODE  221001-M 


Meeting  of  the  Judicial  Conference 
Advisory  Committee  on  Rules  of 
Bankruptcy  Procedure 

agency:  Judicial  Conference  of  the 
United  States,  Advisory  Committee  on 
Rules  of  Bankruptcy  Procedure. 

ACTION:  Notice  of  open  meeting. 

SUMMARY:  The  Advisory  Committee  on 
Rules  of  Bankruptcy  Pnx^dure  will 
hold  a  two-day  meeting.  The  meeting 
will  be  open  to  public  observation  but 
not  participation  and  will  be  held  each 
day  from  8:30  a.m.  to  5:00  p.m. 

DATES:  September  26-27, 1996. 

ADDRESSES:  Park  Hyatt  San  Francisco, 
333  Battery  Street,  San  Francisco, 
California. 

FOR  FURTHER  INFORMATKM  CONTACT: 

John  K.  Rabiej,  Chief,  Rules  Committee 
Support  Office,  Administrative  Office  of 
the  United  States  Courts,  Washington, 
D.C.  20544,  telephone  (202)  273-1820. 

Dated:  August  23, 1996. 

John  K.  Rabiej, 

Chief,  Rules  Committee  Support  Office. 

[FR  Doc.  96-21978  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  221(M)1-M 


Meeting  of  the  Judicial  Conference 
Advisory  Committee  on  Rules  of 
Criminal  Procedure 

AGENCY:  Judicial  Conference  of  the 
United  States;  Advisory  Committee  on 
Rules  of  Criminal  Procedure. 

ACTION:  Notice  of  open  meeting. 

SUMMARY:  The  Advisory  Committee  on 
Rules  of  Criminal  Procuedure  will  hold 
a  two-day  meeting.  The  meeting  will  be 
open  to  public  observation  but  not 
participation  emd  will  be  held  the  first 
day  from  8:30  a.m.  to  5:00  p.m.  and  the 
second  day  from  8:30  a.m.  to  12  Noon. 
DATES:  October  7-8, 1996. 

ADDRESSES:  Salishan  Lodge,  7760 
Highway  101  North,  Gleneden  Beach, 
Oregon. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  K.  Rabiej,  Chief,  Rules  Committee 
Support  Office,  Administrative  Office  of 
the  United  States  Courts,  Washington, 
D.C.  20544,  telephone  (202)  273-1820. 


Dated:  August  23, 1996. 

John  K.  Rabiej, 

Chief,  Rules  Committee  Support  Office. 

[FR  Doc.  96-21979  Filed  8-27-66;  8:45  am] 
BMJJNQ  CODE  2210-01-M 


Meeting  of  the  Judicial  Conference 
Advisory  Committee  on  Rules  of  Civil 
Procedure 

AGENCY:  Judicial  Conference  of  the 
United  States,  Advisory  Committee  on 
Rules  of  Qvil  Procedure. 

ACTION:  Notice  of  open  meeting. 

SUMMARY:  The  Advisory  Committee  on 
Rules  of  Qvil  Procedure  will  hold  a 
two-day  meeting.  The  meeting  will  be 
open  to  public  observation  but  not 
participation  and  will  be  held  each  day 
from  8:30  a.m.  to  5:00  p.m. 

DATES:  October  17-18, 1996. 

ADDRESSES:  Thiugood  Marshall  Federal 
Judiciary  Building,  Judicial  Conference 
Center.  One  Columbus  Circle,  N.E., 
Washington,  D.C. 

FOR  FURTt«R  INFORMATION  CONTACT:  John 
K.  Rabiej,  Chief,  Rules  Committee 
Support  Office,  Administrative  Office  of 
the  United  States  Courts,  Washington, 
D.C.  20544,  telephone  (202)  273-1820. 

Dated:  August  23, 1996. 

John  K.  Rabiej, 

Chief,  Rules  Committee  Support  Office. 

[FR  Doc.  96-21980  Filed  8-27-96;  8:45  am) 
BILLING  CODE  2210-01-M 


Meeting  of  the  Judicial  Conference 
Committee  on  Rules  of  Practice 

agency:  Judicial  Conference  of  the 
United  States,  Committee  on  Rules  of 
Practice  and  Procedure. 

ACTION:  Notice  of  open  meeting. 

SUMMARY:  The  Committee  on  Rules  of 
Practice  and  Procedure  will  hold  a 
three-day  meeting.  The  meeting  will  be 
open  to  public  observation  but  not 
participation  on  will  commence  the  first 
day  at  6:30  p.m.  and  the  second  and 
third  days  at  8:30  a.m. 

DATES:  January  8-10, 1997. 

ADDRESSES:  Westward  Look  Resort,  245 
East  Ina  Road,  Tucson,  Arizona. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  K.  Rabiej,  Chief,  Rules  Committee 
Support  Office,  Administrative  Office  of 
the  United  States  Courts,  Washington, 
D.C.  20544,  telephone  (202)  273-1820. 

Dated:  August  23, 1996. 

John  K.  Rabiej, 

Chief.  Rules  Committee  Support  Office. 

(FR  Doc.  96-21981  Filed  8-27-96;  8:45  am] 
BILUNG  CODE  2210-01-M 


DEPARTMENT  OF  JUSTICE 

Notice  of  Lodging  of  Consent  Decree 
Pursuant  to  the  Comprehensive 
Environmental  Response, 
Compensation,  and  Liability  Act 
fCERCLA”) 

In  accordance  with  Departmental 
policy,  28  C.F.R.  §  50.7,  notice  is  hereby 
given  that  a  proposed  consent  decree  in 
United  States  v.  Scott  A.  Musselman, 
Qvil  No.  I:96cv254,  was  lodged  on 
August  19, 1996  wiffi  the  United  States 
District  Court  for  the  Western  District  of 
Michigan.  The  decree  pertains  to  the 
Peerless  Plating  Superfimd  Site  in 
Muskegon,  Mi^gan. 

The  Consent  Decree  requires  Mr. 
Musselman  to  pay  to  the  Hazardous 
Substances  Superfund  the  sum  of 
$157,836,  plus  interest  securing  frxim 
the  date  of  entry  of  the  Decree,  at  the 
rate  provided  in  Section  107(a)  of 
CERCLA,  42  U.S.C.  §  9607(a).  Such 
payment  may  be  made  in  three 
installments  over  the  next  one  and  a 
half  years. 

The  Department  of  Justice  will 
receive,  for  a  period  of  thirty  (30)  days 
from  the  date  of  this  publication, 
comments  relating  to  the  proposed 
Consent  Decree.  Comments  should  be 
addressed  to  the  Assistant  Attorney 
General,  Environment  and  Natural 
Resources  Division,  Department  of 
Justice,  Washington,  D.C.,  20430,  and 
should  refer  to  United  States  v.  Scott  A. 
Musselman  (W.D.  Mich.)  and  DOJ  Ref. 
No.  90-11-3-65C. 

The  proposed  Consent  Decree  may  be 
examined  at  the  Office  of  the  United 
States  Attorney,  West  District  of 
Michigan,  330  Ionia  N.W.,  Fifth  Floor, 
Grand  Rapids,  Michigan  49503;  the 
Region  5  office  of  U.S.  EPA,  77  West 
Jackson  Blvd.,  Chicago  Illinois  (60604- 
3590);  and  at  the  Consent  Decree 
Library,  1120  G  Street,  N.W.,  4th  Floor, 
Washington,  D.C  (20005),  202-624- 
0892.  A  copy  of  the  proposed  consent 
decree  may  be  obtained  in  person  or  by 
mail  from  the  Consent  Decree  Library, 
1120  G  Street,  N.W.,  4th  Floor, 
Washington,  D.C.  20005.  In  requesting  a 
copy  please  enclose  a  check  in  the 
amount  of  $4.50  (25  cents  per  page 
reproduction  costs)  payable  to  “Consent 
Decree  Library.” 

Walker  B.  Smith, 

Deputy  Chief,  Environmental  Enforcement 
Section,  Environment  and  Natural  Resources 
Division. 

[FR  Doc.  96-21906  Filed  8-27-96;  8:45  am] 
BILUNG  CODE  4410-01-M 
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Antitrust  Division 

Notice  Pursuant  to  the  Nationai 
Cooperative  Research  and  Production 
Act  of  1993  Advanced  Lead>Acid 
Battery  Consortium 

Notice  is  hereby  given  that,  on  August 
13, 1996,  pursuant  to  Section  6(a)  of  the 
National  ^operative  Research  and 
Production  Act  of  1993, 15  U.S.C. 

§  4301  et  seq.  (“the  Act”),  the  Advanced 
Lead-Acid  Battery  Consortium 
(“ALABC”),  a  discrete  program  of  the 
International  Lead  Zinc  Research 
Organization,  Inc.  (“IL2KO”),  filed  a 
written  notification  simultaneously  with 
the  Attorney  General  and  the  Federal 
Trade  Commission  disclosing  the 
addition  of  one  member  to  the  ALABC. 
The  notification  was  filed  for  the 
purpose  of  extending  the  Act’s 
provisions  limiting  &e  recovery  of 
antitrust  plaintiffs  to  actual  damages 
under  specified  circumstances. 
Specifically,  the  ALABC  advised  that 
Electric  Utility  Research  Consortia, 
Electric  Power  Research  Institute,  Palo 
Alto,  CA  has  made  a  written 
commitment  effective  August  5, 1996  to 
become  a  member  of  the  ALABC. 

No  other  changes  have  been  made  in 
either  the  membership  or  planned 
activity  of  the  ALABC.  Membership  in 
the  ALABC  remains  op>en  and  the 
ALABC  intends  to  file  additional 
written  notification  disclosing  any 
future  changes  in  membership. 

On  June  15, 1992,  the  ALABC  filed  its 
original  notification  pursuant  to  section 
6(a)  of  the  Act.  The  Department  of 
Justice  published  a  notice  in  the  Federal 
Register  piusuant  to  section  6(b)  of  the 
Act  on  July  29, 1992,  57  FR  33522.  The 
last  notification  was  filed  with  the 
Department  on  July  17, 1996. 

Constance  K.  Robinson, 

Director  of  Operations,  Antitrust  Division. 

[FR  Doc.  96-21902  Filed  6-27-96;  8:45  am) 
BILLING  CODE  441(M>1-M 


Notice  Pursuant  to  the  National 
Cooperative  Research  and  Production 
Act  of  1993 — Biotechnology  Research 
and  Development  Corporation 
(“BRDC”) 

Notice  is  hereby  given  that,  on  August 
6, 1996,  pursuant  to  Section  6(a)  of  the 
National  Cooperative  Research  and 
Production  Act  of  1993, 15  U.S.C.  4301 
et  seq.  (“the  Act”),  Biotechnology 
Research  and  Development  Corporation 
(“BRDC”)  filed  written  notifications 
simultaneously  with  the  Attorney 
General  and  the.  Federal  Trade 
Commission  disclosing  changes  in  the 
membership.  The  notifications  were 
filed  for  the  purpose  of  extending  the 


Act’s  provisions  limiting  the  recovery  of 
antitrust  plaintiffs  to  actual  damages 
under  specified  circumstances. 
Specifically,  American  Cyanamid 
Company,  Princeton,  NJ;  and  Pig 
Improvement  Company,  Inc.,  Franklin, 
KY  have  withdrawn  from  participation. 
Hewlett  Packard  Company,  Palo  Alto, 
CA,  plans  to  withdraw  efiective  May  14, 
1997.  Dalgety  pic,  Cambridge, 
ENGLAND;  Bernard  Technologies,  Inc., 
Chicago,  IL;  and  Alexion 
Pharmaceuticals,  Inc.,  New  Haven  CT 
have  become  parties  to  the  membership. 
Additionally,  The  Dow  Chemical 
Company,  Midland,  MI  has  decided  not 
to  withdraw  participation  as  previously 
announced. 

No  other  changes  have  been  made  in 
either  the  membership  or  planned 
activity  of  the  group  research  project. 
Membership  in  this  group  research 
project  remains  open,  and  BRDC  intends 
to  file  additional  written  notification 
disclosing  all  changes  in  membership. 

On  April  12, 1988,  BRDC  filed  its 
original  notification  pursuant  to  Section 
6(a)  of  the  Act.  The  Department  of 
Justice  published  a  notice  in  the  Federal 
Register  pursuant  to  Section  6(b)  of  the 
Act  on  May  12, 1988,  53  FR  16919.  The 
last  notification  was  filed  June  12, 1995. 
Constance  K.  Robinson, 

Director  of  Operations,  Antitrust  Division. 

[FR  Doc.  96-21903  Filed  8-27-96;  8:45  am) 
BILUNQ  CODE  4410-01-M 


Notice  Pursuant  to  the  National 
Cooperative  Research  and  Production 
Act  of  1993 — Biotechnology  Research 
and  Development  Corporation 
(“BRDC”) 

Notice  is  hereby  given  that,  on  June 
12, 1995,  pursuant  to  Section  6(a)  of  the 
National  Cooperative  Research  and 
Production  Act  of  1993, 15  U.S.C.  et  seq. 
(“the  Act”),  Biotechnology  Research  and 
IDevelopment  Corporation  (“BRDC”) 
filed  written  notifications 
simultaneously  with  the  Attorney 
General  and  the  Federal  Trade 
Commission  disclosing  changes  in  the 
membership  and  project  status.  The 
notifications  were  filed  for  the  purpose 
of  extending  the  Act’s  provisions 
limiting  the  recovery  of  antitrust 
plaintiffs  to  actual  damages  imder 
specified  circumstances.  Specifically, 
tW  Amoco  Technology  Company, 
Naperville,  IL  has  withdrawn  from 
participation  and  The  Dow  Chemical 
Company  plans  to  withdraw  from 
BRDC,  effective  April  1, 1996.  In 
addition  to  undertaking  original 
research,  BRDC  may  also  acquire 
interests  in  existing  inventions  which 
require  further  research  and 


development  before  they  can  be 
commercialized. 

No  other  changes  have  been  made  in 
either  the  membership  or  planned 
activity  of  the  group  research  project. 
Membership  in  this  group  research 
project  remains  open,  and  BRDC  intends 
to  file  additional  written  notification 
disclosing  all  changes  in  membership. 

On  April  12, 1988,  BRDC  filed  its 
original  notification  pursuant  to  Section 
6(a)  of  the  Act.  The  Department  of 
Justice  published  a  notice  in  the  Federal 
Register  pursuant  to  Section  6(b)  of  the 
Act  on  May  12, 1988,  53  FR  16919.  The 
last  notification  was  filed  September  17, 
1993.  A  notice  was  published  in  the 
Federal  Register  on  December  2, 1993, 
58  FR  63586. 

Constance  K.  Robinson, 

Director  of  Operations,  Antitrust  Division. 

[FR  Doc.  96-21904  Filed  8-27-96;  8:45  am) 
BILLMQ  CODE  4410-01-M 


FOREIGN  CLAIMS  SETTLEMENT 
COMMISSION 

[F.C.S.C.  Meeting  Notice  No.  7-96] 

Sunshine  Act  Meetings; 

Announcement  in  Regard  to 
Commission  Meetings  and  Hearings 

The  Foreign  Claims  Settlement 
Commission,  pursuant  to  its  regulations 
(45  CFR  Part  504),  and  the  Government 
in  the  Sunshine  Act  (5  U.S.C.  552b), 
hereby  gives  notice  in  regard  to  the 
scheduling  of  meetings  and  oral 
hearings  for  the  transaction  of 
Commission  business  and  other  matters 
specified,  as  follows: 

Date  and  Time:  Mon.,  October  7, 

1996, 10:00  a.m. 

Subject  Matter:  Consideration  of 
Proposed  Decisions  on  claims  against 
Albania. 

Status:  Open. 

Subject  matter  not  disposed  of  at  the 
scheduled  meeting  may  be  carried  over 
to  the  agenda  of  the  following  meeting. 

All  meetings  are  held  at  the  Foreign 
claims  Settlement  Commission,  600  E 
Street,  NW.,  Washington,  DC.  Requests 
for  information,  or  advance  notices  of 
intention  to  observe  an  open  meeting 
may  be  directed  to:  Administrative 
Officer,  Foreign  Claims  Settlement 
Commission,  600  E  Street,  NW.,  Room 
6029,  Washington,  DC  20579. 
Telephone:  (202)  616-6988. 

Dated  at  Washington,  DC  on  August  23, 
1996. 

Jeanette  Matthews, 

Administrative  Assistant. 

[FR  Doc.  96-22081  Filed  8-26-96;  12:44  pm] 
BILUNQ  CODE  4410-01-P 
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[F.C.S.C.  Meeting  Notice  No.  8-«6] 

Sunshine  Act  Meetings; 

Announcement  in  Regard  to 
Commission  Meetings  and  Hearings 

The  Foreign  Claims  Settlement 
Commission,  pursuant  to  its  regulations 
(45  CFR  Part  504),  and  the  Government 
in  the  Sunshine  Act  (5  U.S.C.  552b), 
hereby  gives  notice  in  regard  to  the 
scheduling  of  meetings  and  oral 
hearings  for  the  transaction  of 
Commission  business  and  other  matters 
specified,  as  follows: 

Date  and  Time:  Mon.,  October  7, 

1996,  approximately  11:30  a.m. 

Subject  Matter:  Consideration  of 
Propped  Decisions  on  claims  of 
Holocaust  survivors  against  Germany. 
Status:  Closed. 

Subject  matter  not  disposed  of  at  the 
scheduled  meeting  may  m  carried  over 
to  the  agenda  of  the  following  meeting. 

All  meetings  are  held  at  the  Foreign 
Claims  Settlement  Commission,  600  E 
Street,  NW.,  Washington,  DC.  Requests 
for  information,  or  advance  notices  of 
intention  to  observe  an  open  meeting, 
may  be  directed  to:  Administrative 
Officer,  Foreign  Claims  Settlement 
Commission,  600  E  Street,  NW.,  Room 
6029,  Washington,  DC  20579. 

Telephone:  (202)  616-6988. 

Dated  at  Washington,  DC  on  August  23, 
1996. 

Jeanette  Matthews, 

Administrative  Assistant. 

(FR  Doc.  96-22082  Piled  8-26-96;  12:44  pm] 

BSJJNO  CODE  4410-01-P 

NUCLEAR  REGULATORY 
COMMISSION 

[Docket  NO.  50-255] 

Consumers  Power  Company;  Notice  of 
Consideration  of  issuance  of 
Amendment  to  Faciiity  Operating 
License,  Proposed  No  Significant 
Hazards  Consideration  Determination, 
and  Opportunity  for  a  Hearing 

The  U.S.  Nuclear  Regulatory 
Commission  (the  Commission)  is 
considering  issuance  of  an  amendment 
to  Facility  Operating  License  No.  DPR- 
20  issued  to  Consumers  Power 
Company  (the  licensee)  for  operation  of 
the  Palisades  Plant  located  in  Van  Bmen 
County,  Michigan. 

The  proposed  amendment  would 
revise  the  requirements  of  technical 
specification  (TS)  3. 1.9.3  to  permit  a 
filled  refueling  cavity  to  serve  as  a  back¬ 
up  means  of  decay  heat  removal. 

Before  issuance  of  the  proposed 
license  amendment,  the  Commission 
will  have  made  findings  required  by  the 


Atomic  Energy  Act  of  1954,  as  amended 
(the  Act)  and  the  Commission’s 
regulations. 

The  Commission  has  made  a 
proposed  determination  that  the 
amendment  request  involves  no 
significant  haz^s  consideration.  Under 
the  Commission’s  regulations  in  10  CFR 
50.92,  this  means  that  operation  of  the 
facility  in  accordance  with  the  proposed 
amendment  would  not  (1)  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated;  or  (2)  create  the  possibility  of 
a  new  or  Afferent  kind  of  accident  fimm 
any  accident  previously  evaluated;  or 
(3)  involve  a  significant  reduction  in  a 
margin  of  safety.  As  required  by  10  CFR 
50.91(a),  the  licensee  has  provided  its 
analysis  of  the  issue  of  no  significant 
hazmxls  consideration.  The  NRC  stafi 
has  reviewed  the  licensee’s  analysis 
against  the  three  standards  of  10  CFR 
50.92(c).  The  staff’s  review  is  presented 
below. 

1.  Do  the  proposed  changes  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated? 

The  proposed  changes  emulate  the 
Standard  Technical  Specifications  by 
allowing  use  of  a  filled  reactor  cavity  as 
the  required  backup  capability  for  decay 
heat  removal;  only  an  operable  train  of 
shutdown  cooling  is  currently  allowed 
to  fulfill  this  function.  The  decay  heat 
removal  backup  capability  need  not 
provide  forced  flow  through  the  reactor 
core.  This  is  because  Action  2.a  of  TS 
3.1.9.3  ciurrently  requires 
discontinuation  of  all  operations 
involving  a  reduction  in  primary 
coolant  system  (PCS)  boron 
concentration  if  loss  of  the  inservice 
system  caused  flow  to  be  reduced  below 
that  required.  The  proposed  changes  do 
not  affect  the  requirements  for  the 
inservice  train  of  shutdown  cooling. 
Since  the  proposed  changes  do  not 
affect  the  requirements  for  equipment 
that  would  be  in  operation,  allowing  use 
of  an  alternate  decay  heat  removal 
backup  capability  cannot  alter  any  plant 
operating  conditions,  equipment 
settings,  or  capabilities  or  operating 
equipment.  Therefore,  operating  the 
facility  in  accordance  with  the  proposed 
changes  would  not  increase  the 
probability  or  consequences  of  an 
accident  previously  evaluated. 

2.  Do  the  proposed  changes  create  the 
possibility  of  a  new  or  different  kind  of 
accident  fix>m  any  previously  evaluated? 

As  discussed  in  the  response  to 
question  1,  above,  the  proposed  changes 
would  not  affect  the  plant  configuration 
or  the  capability  of  equipment  required 
to  be  in  operation.  The  changes  simply 
allow  substitution  of  one  means  of 


decay  heat  removal  for  another  as  a 
backup  capability.  The  equipment  used 
as  a  backup  capability  is  only  actuated 
after  occurrence  of  an  event  that 
disables  the  decay  heat  removal 
equipment  that  is  required  to  be  in 
operation.  Because  the  backup 
capability  for  decay  heat  removal,  either 
as  currently  requir^  or  as  proposed, 
would  not  be  placed  into  service  until 
after  an  event  nad  occurred,  operating 
the  facility  in  accordance  with  the 
proposed  changes  would  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  fttim  any  previously  evaluated. 

3.  Do  the  propose  changes  involve  a 
significant  i^uction  in  a  margin  of 
safety? 

The  objectives  of  TS  3.1.9.3  are  to 
ensure  that  the  PCS  is  mixed  by  forced 
flow  to  avoid  the  potential  for 
development  of  pockets  of  unborated  or 
diluted  coolant,  and  to  ensure  that 
sufficient  decay  heat  removal  capability 
is  available  to  withstand  loss  of  the 
operating  decay  heat  removal  system 
due  to  equipment  failure  or  personnel 
error.  ’These  objectives  are  fulfilled  by 
requiring  (1)  forced  flow  through  the 
reactor  core,  (2)  one  operable  system 
capable  of  decay  heat  removal  to  be  in 
operation,  and  (3)  another  operable 
system  capable  of  decay  heat  removal  to 
provide  a  backup  capability. 

'The  proposed  changes  allow  use  of  a 
filled  refueling  cavity  as  the  required 
backup  capability  for  decay  heat 
removal;  only  an  operable  train  of 
shutdown  cooling  is  currently  allowed 
to  fulfill  this  function.  The  proposed 
changes  do  not  affect  the  requirements 
for  flow  through  the  reactor  core  or  the 
inservice  train  of  shutdown  cooling.  The 
decay  heat  removal  backup  capability 
need  not  provide  forced  flow  through 
the  reactor  core.  This  is  because  Action 
2.a  of  TS  3. 1.9.3  requires 
discontinuation  of  all  operations 
involving  a  reduction  in  PCS  boron 
concentration  if  loss  of  the  inservice 
system  caused  flow  to  be  reduced  below 
that  required.  Since  the  proposed 
changes  only  allow  substitution  of  an 
alternate  method  of  meeting  the  third 
objective  for  that  currently  specified,  all 
objectives  of  the  specification  are  still 
met.  Therefore,  operating  the  facility  in 
accordance  with  the  proposed  changes 
would  not  involve  a  significant 
reduction  in  a  margin  of  safety. 

Based  on  this  review,  it  appears  that 
the  three  standards  of  10  CFR  50.92(c) 
are  satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazi^s  consideration. 

The  Commission  is  seeking  public 
comments  on  this  proposed 
determination.  Any  comments  received 
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within  3Q  days  alter  the  date  of 
publication  of  this  notice  will  he 
considered  in  making  any  final 
determination. 

Normally,  the  Commission  will  not 
issue  the  amendment  until  the 
expiration  of  the  30-day  notice  period. 
However,  should  circumstances  change 
during  the  notice  period  such  that 
failure  to  act  in  a  timely  way  would 
result,  for  example,  in  derating  or 
shutdown  of  the  facility,  the 
Commission  may  issue  the  license 
amendment  before  the  expiration  of  the 
30-day  notice  period,  provided  that  its 
final  determination  is  that  the 
amendment  involves  no  significant 
hazards  consideration.  The  final 
determination  will  consider  all  public 
and  State  comments  received.  Should 
the  Commission  take  this  action,  it  will 
publish  in  the  Federal  Register  a  notice 
of  issuance  and  provide  for  opportunity 
for  a  hearing  after  issuance.  The 
Commission  expects  that  the  need  to 
take  this  action  will  occur  very 
infrequently. 

Written  comments  may  be  submitted 
by  mail  to  the  Chief,  Rules  Review  and 
Directives  Branch,  Division  of  Freedom 
of  Information  and  Publications 
Services,  Office  of  Administration,  U.S. 
Nuclear  Regulatory  Commission, 
Washington,  DC  20555-0001,  and 
should  cite  the  publication  date  and 
page  number  of  this  Federal  Register 
notice.  Written  comments  may  also  be 
delivered  to  Room  6D22,  Two  White 
Flint  North,  11545  Rockville  Pike, 
Rockville,  Maryland,  from  7:30  a.m.  to 
4:15  p.m.  Federal  workdays.  Copies  of 
.written  comments  received  may  be 
examined  at  the  NRC  Public  Document 
Room,  the  Gelman  Building,  2120  L 
Street,  NW.,  Washington,  DC. 

The  filing  of  requests  for  hearing  and 
petitions  for  leave  to  intervene  ip 
discussed  below. 

By  September  27, 1996,  the  licensee 
may  file  a  request  for  a  hearing  with 
respect  to  issuance  of  the  amendment  to 
the  subject  facility  operating  license  and 
any  person  whose  interest  may  be 
afiected  by  this  proceeding  and  who 
wishes  to  participate  as  a  party  in  the 
proceeding  must  file  a  written  request 
for  a  hearing  and  a  petition  for  leave  to 
intervene.  Requests  for  a  hearing  and  a 
petition  for  leave  to  intervene  shall  be 
filed  in  accordance  with  the 
Commission’s  “Rules  of  Practice  for 
Domestic  Licensing  Proceedings”  in  10 
CFR  Part  2.  Interested  persons  should 
consult  a  current  copy  of  10  CFR  2.714 
which  is  available  at  the  Commission’s 
Public  Document  Room,  the  Gehnan 
Building,  2120  L  Street,  NW., 
Washington,  DC,  and  at  the  local  public 
document  room  located  at  the  Van 


Wylen  Library,  Hope  College,  Holland, 
Michigan  49423.  If  a  request  for  a 
hearing  or  petition  for  leave  to  intervene 
is  filed  by  the  above  date,  the 
Commission  or  an  Atomic  Safety  and 
Licensing  Board,  designated  by  the 
Commission  or  by  the  Chairman  of  the 
Atomic  Safety  and  Licensing  Board 
Panel,  will  rule  on  the  request  and/or 
petition;  and  the  Secretary  or  the 
designated  Atomic  Safety  and  Licensing 
Board  will  issue  a  notice  of  hearing  or 
an  appropriate  order. 

As  required  by  10  CFR  2.714,  a 
petition  for  leave  to  intervene  shall  set 
forth  with  particularity  the  interest  of 
the  petitioner  in  the  proceeding,  and 
how  that  interest  may  be  affected  by  the 
results  of  the  procee^ng.  The  petition 
should  specifically  explain  the  reasons 
why  intervention  should  be  permitted 
with  particular  reference  to  the 
following  factors:  (1)  The  nature  of  the 
petitioner’s  right  under  the  Act  to  be 
made  party  to  the  proceeding;  (2)  the 
nature  and  extent  of  the  petitioner’s 
property,  financial,  or  other  interest  in 
the  proceeding;  and  (3)  the  possible 
effect  of  any  order  which  may  be 
entered  in  the  proceeding  on  the 
petitioner’s  interest.  The  petition  should 
also  identify  the  specific  aspect{s)  of  the 
subject  matter  of  the  proceeding  as  to 
which  petitioner  wishes  to  intervene. 
Any  person  who  has  filed  a  petition  for 
leave  to  intervene  or  who  has  been 
admitted  as  a  party  may  amend  the 
petition  without  requesting  leave  of  the 
Board  up  to  15  days  prior  to  the  first 
prehearing  conference  scheduled  in  the 
proceeding,  but  such  an  amended 
petition  must  satisfy  the  specificity 
requirements  described  above.  . 

Not  later  than  15  days  prior  to  the  first 
prehearing  conference  scheduled  in  the 
proceeding,  a  petitioner  .shall  file  a 
supplement  to  the  petition  to  intervene 
which  must  include  a  list  of  the 
contentions  which  are  sought  to  be 
litigated  in  the  matter.  Each  contention 
must  consist  of  a  specific  statement  of 
the  issue  of  law  or  fact  to  be  raised  or 
controverted.  In  addition,  the  petitioner 
shall  provide  a  brief  explanation  of  the 
bases  of  the  contention  and  a  concise 
statement  of  the  alleged  facts  or  expert 
opinion  which  support  the  contention 
and  on  which  the  petitioner  intends  to 
rely  in  proving  the  contention  at  the 
hearing.  The  petitioner  must  also 
provide  references  to  those  specific 
sources  and  documents  of  which  the 
petitioner  is  aware  and  on  which  the 
petitioner  intends  to  rely  to  establish 
those  facts  or  expert  opinion.  Petitioner 
must  provide  sufficient  information  to 
show  that  a  genuine  dispute  exists  with 
the  applicant  on  a  material  issue  of  law 
or  fact.  Contentions  shall  be  limited  to 


matters  within  the  scope  of  the 
amendment  under  consideration.  The 
contention  must  be  one  which,  if 
proven,  would  entitle  the  petitioner  to 
relief.  A  petitioner  who  fails  to  file  such 
a  supplement  which  satisfies  these 
requirements  with  respect  to  at  least  one 
contention  will  not  be  permitted  to 
participate  as  a  party. 

Those  permitted  to  intervene  become 
parties  to  the  proceeding,  subject  to  any 
limitations  in  the  order  granting  leave  to 
intervene,  and  have  the  opportunity  to 
participate  fully  in  the  conduct  of  the 
hearing,  including  the  opportunity  to 
present  evidence  and  cross-examine 
witnesses. 

If  a  hearing  is  requested,  the 
Commission  will  make  a  final 
determination  on  the  issue  of  no 
significant  hazards  consideration.  The 
final  determination  will  serve  to  decide 
when  the  hearing  is  held. 

If  the  final  determination  is  that  the 
amendment  request  involves  no 
significant  hazards  consideration,  the 
Commission  may  issue  the  amendment 
and  make  it  immediately  effective, 
notwithstanding  the  request  for  a 
hearing.  Any  hearing  held  would  take 
place  after  issuance  of  the  amendment. 

If  the  final  determination  is  that  the 
amendment  request  involves  a 
significant  hazards  consideration,  any 
hearing  held  would  take  place  before 
the  issuance  of  any  amendment. 

A  request  for  a  hearing  or  a  petition 
for  leave  to  intervene  must  be  filed  with 
the  Secretary  of  the  Commission,  U.S. 
Nuclear  Regulatory  Commission, 
Washington,  DC  20555-0001,  Attention: 
Docketing  and  Services  Branch,  or  may 
be  delivered  to  the  Commission’s  Public 
Document  Room,  the  Gelman  Building, 
2120  L  Street,  NW.,  Washington,  DC,  by 
the  above  date.  Where  petitions  are  filed 
during  the  last  10  days  of  the  notice 
period,  it  is  requested  that  the  petitioner 
promptly  so  inform  the  Commission  by 
a  toll-fr^  telephone  call  to  Western 
Union  at  l-(800)  248-5100  (in  Missouri 
l-{800)  342-6700).  The  Western  Union 
operator  should  be  given  Datagram 
Identification  Number  N1023  and  the 
following  message  addressed  to  Mark 
Reinhart,  Acting  Director,  Project 
Directorate  III-l:  petitioner’s  name  and 
telephone  number,  date  petition  was 
mailed,  plant  name,  and  publication 
date  and  page  number  of  this  Federal 
Register  notice.  A  copy  of  the  petition 
should  also  be  sent  to  the  Office  of  the 
General  Counsel,  U.S,  Nuclear 
Regulatory  Commission,  Washington, 
DC  20555-0001,  and  to  Judd  L.  Bacon, 
Esquire  Consumers  Power  Company, 
212  West  Michigan  Avenue,  Jackson, 
Michigan  49201,  attorney  for  the 
licensee. 
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Nontimely  filings  of  petitions  for 
leave  to  intervene,  amended  petitions, 
supplemental  petitions  and/or  requests 
for  hearing  will  not  be  entertained 
absent  a  determination  by  the 
Commission,  the  presiding  officer  or  the 
presiding  Atomic  Safety  and  Licensing 
Board  that  the  petition  and/or  request 
should  be  granted  based  upon  a 
balancing  of  the  factors  specified  in  10 
CFR  2.714(a)(l)(iHv)  and  2.714(d). 

For  further  details  with  respecrt  to  this 
action,  see  the  application  for 
amendment  dat^  January  5, 1996,  as 
supplemented  July  12, 1996,  which  are 
available  for  public  inspection  at  the 
Commission’s  Public  Document  Room, 
the  Gelman  Building,  2120  L  Street, 
NW.,  Washington,  DC,  and  at  the  local 
public  document  room  located  at  the 
Van  Wylen  Library,  Hope  College, 
Holland,  Michigan  49423. 

Dated  at  Rockville.  Maryland,  this  22nd 
day  of  August  1996. 

For  the  Nuclear  Regulatory  Commission. 
Robnt  G.  Schaaf. 

Project  Manager,  Project  Directorate  IB-1 . 
Division  of  Reactor  Projects— BI/IV,  Office  of 
Nuclear  Reactor  Regulation. 

[FR  Doc.  96-21937  Filed  6-27-96;  8:45  am] 
BILLMO  CODE  TSeO-OI-P 


[Docket  No.  50-397] 

Washington  Public  Power  Supply 
System,  Unit  2;  Notice  of 
Consideration  of  issuance  of 
Amendment  To  Facility  Operating 
License,  Proposed  No  Significant 
Hazards  Consideration  Determination, 
and  Opportunity  For  a  Hearing 

The  U.S.  Nuclear  Regulatory 
Commission  (the  Commission)  is 
considering  issuance  of  an  amendment 
to  Facility  Operating  License  No.  NPF 
21  issued  to  Washington  Public  Power 
Supply  System  (WPPSS,  also  the 
licensee)  for  operation  of  the  WPPSS 
Nuclear  Project  No.  2  located  on  the 
Hanford  Reservation  in  Benton  County, 
Washington. 

The  proposed  amendment  would 
revise  Technical  Specification  (TS) 
Section  6.3,  Unit  Staff  Qualifications,  by 
changing  the  operations  manager 
qualification  requirements  associated 
with  operations  knowledge  firom 
meeting  ANSI/ANS  N18.1-1971 
(holding  a  senior  reactor  operator’s 
license  at  the  time  of  appointment)  to 
(1)  Holding  a  senior  reactor  operator’s 
license  at  the  time  of  appointment;  (2) 
having  held  a  senior  reactor  operator’s 
license;  or  (3)  having  been  certified  for 
equivalent  senior  reactor  operator 
knowledge. 

Before  issuance  of  the  proposed 
license  amendment,  the  Commission 


will  have  made  findings  required  by  the 
Atomic  Energy  Act  of  1954,  as  amended 
(the  Act)  and  the  Commission’s 
regulations. 

^e  Commission  has  made  a 
proposed  determination  that  the 
amendment  request  involves  no 
significant  hazards  consideration.  Under 
the  Commission’s  regulations  in  10  CFR 
50.92,  this  means  that  operation  of  the 
facility  in  accordance  with  the  proposed 
amendment  would  not  (1)  Involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated:  or  (2)  create  the  possibility  of 
a  new  or  different  kind  of  accident  firam 
any  accident  previously  evaluated;  or 
(3)  involve  a  significant  reduction  in  a 
margin  of  safety.  As  required  by  10  CFR 
50.91(a),  the  licensee  has  provided  its 
analysis  of  the  issue  of  no  significant 
hazards  consideration,  which  is 
presented  below: 

1.  The  proposed  change  does  not  involve 
a  significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

The  proposed  amendment  provides  an 
alternate  qualification  criterion  for  the 
operations  manager  in  lieu  of  a  senior  reactor 
operator’s  license  at  the  time  of  appointment 
to  the  position.  The  alternate  criterion 
ensures  that  the  operations  manager  has 
certified  knowledge  equivalent  to  that  of  a 
senior  reactor  operator.  The  position  of 
operations  manager  is  not  identified  as  an 
initiator  for,  or  contributor  to,  a  previously 
analyzed  accident  or  transient.  Additionally, 
either  the  assistant  operations  manager  or  the 
operations  manager  will  maintain  a  senior 
reactor  operator’s  license  such  that  the  on 
shift  personnel  routinely  report  to  someone 
not  normally  on  shift  that  has  a  license.  The 
proposed  change  involves  no  change  to  the 
plant  design  or  the  manner  in  whi<^  the 
plant  is  operated.  As  such,  the  proposed 
change  will  not  result  in  a  significant 
increase  in  the  probability  or  consequences 
of  an  accident  previously  evaluated. 

2.  The  proposed  change  does  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  firom  any  previously  evaluated. 

The  proposed  amendment  provides  an 
alternate  qualification  criterion  for  the 
operations  manager  in  lieu  of  a  senior  reactor 
operator’s  license  at  the  time  of  appointment 
to  the  position.  The  alternate  criterion 
ensures  that  the  operations  manager  has 
certified  knowledge  equivalent  to  that  of  a 
senior  reactor  operator.  The  proposed  change 
involves  no  change  to  the  plant  design  or  the 
manner  in  which  .the  plant  is  operated.  Either 
the  assistant  operations  manager  or  the 
operations  manager  will  maintain  a  senior 
reactor  operator’s  license  such  that  the  on 
shift  personnel  routinely  report  to  someone 
not  normally  on  shift  that  has  a  license.  Since 
the  operations  manager  will  continue  to  have 
the  Imowledge  necessary  to  perform  the 
functions  of  the  position,  and  since  sufficient 
licensed  personnel  will  be  available  in 
accordance  with  other  Technical 
Specification  and  10  CFR  50.54(m)(2) 
requirements,  the  proposed  change  will  not 
create  the  possibility  of  a  new  or  different 


kind  of  accident  fium  any  accident 
previously  evaluated. 

3.  'The  proposed  change  does  not  involve 
a  simificant  reduction  in  a  margin  of  safety. 

The  plant  margins  of  safety  are  established 
through  LCDs  (limiting  conditions  for  • 
operation],  limiting  sarety  system  settings, 
and  safety  limits  specified  in  the  Technical 
Specifications.  There  will  be  no  changes  to 
either  the  physical  design  of  the  plant,  the 
maimer  in  which  the  plant  is  operated,  or  to 
any  of  these  settings  or  limits  as  a  result  of 
the  proposed  change.  As  such,  the  proposed 
amendment  does  not  involve  a  significant 
reduction  in  the  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standa^  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
si^ficant  hazards  consideration. 

^e  Commission  is  seeldng  public 
comments  on  this  proposed 
determination.  Any  comments  received 
within  30  days  after  the  date  of 
publication  of  this  notice  will  be 
considered  in  making  dny  final 
determination. 

Normcdly,  the  Commission  will  not 
issue  the  amendment  until  the 
expiration  of  the  30-day  notice  period. 
However,  should  circumstances  change 
during  the  notice  period  such  that 
failure  to  act  in  a  timely  way  would 
result,  for  example,  in  derating  or 
shutdown  of  the  facility,  the 
Commission  may  issue  the  license 
amendment  before  the  expiration  of  the 
30-day  notice  period,  provided  that  its 
final  determination  is  that  the 
amendment  involves  no  significant 
hazards  consideration.  The  final 
determination  will  consider  all  public 
and  State  comments  received.  Should 
the  Commission  take  this  action,  it  will 
publish  in  the  Federal  Register  a  notice 
of  issuance  and  provide  for  opportimity 
for  a  hearing  after  issuance,  l^e 
Commission  expects  that  the  need  to 
take  this  action  will  occur  very 
infrequently. 

Written  comments  may  be  submitted 
by  mail  to  the  Chief,  Rules  Review  and 
Directives  Branch,  Division  of  Freedom 
of  Information  and  Publications 
Services,  Office  of  Administration,  U.S. 
Nuclear  Regulatory  Commission, 
Washington,  DC  20555-0001,  and 
should  cite  the  publication  date  and 
page  number  of  this  Federal  Register 
notice.  Written  comments  may  also  be 
delivered  to  Room  6D22,  Two  White 
Flint  North,  11545  Rockville  Pike, 
Rockville,  Maryland,  from  7:30  a.m.  to 
4:15  p.m.  Federal  workdays.  Copies  of 
written  comments  received  may  be 
examined  at  the  NRC  Public  Document 
Room,  the  Gelman  Building,  2120  L 
Street,  NW.,  Washington,  DC, 
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The  filing  of  requests  for  hearings  and 
petitions  for  leave  to  intervene  is 
discussed  below. 

By  September  27, 1996,  the  licensee 
may  file  a  request  for  a  hearing  with 
respect  to  issuance  of  the  amendment  to 
the  subject  facility  operating  license  and 
any  person  whose  interest  may  be 
affected  by  this  proceeding  and  who 
wishes  to  participate  as  a  party  in  the 
proceeding  must  file  a  written  request 
for  a  hearing  and  a  petition  to  intervene. 
Requests  for  a  hearing  and  a  petition  for 
leave  to  intervene  shall  be  filed  in 
accordance  with  the  Commission’s 
“Rules  of  Practice  for  Domestic 
Licensing  Proceedings”  in  10  CFR  Part 
2.  Interested  persons  should  consult  a 
current  copy  of  10  CFR  2.714  which  is 
available  at  the  Commission’s  Public 
Document  Room,  the  Gelman  Building, 
2120  L  Street,  NW.,  Washington,  DC, 
and  at  the  local  public  document  room 
located  at  the  Richland  Public  Library, 
955  Northgate  Street,  Richland, 
Washington  99352.  If  a  request  for  a 
hearing  or  petition  for  leave  to  intervene 
is  filed  by  the  above  date,  the 
Commission  or  an  Atomic  Safety  and 
Licensing  Board,  designated  by  the 
Commission  or  by  the  Chairman  of  the 
Atomic  Safety  and  Licensing  Boeurd 
Panel,  will  rule  on  the  request  and/or 
petition:  and  the  Secretary  or  the 
designated  Atomic  Safety  and  Licensing 
Board  will  issue  a  notice  of  hearing  or 
an  appropriate  order. 

As  required  by  10  CFR  2.714,  a 
petition  for  leave  to  intervene  shall  set 
forth  with  peulicularity  the  interest  of 
the  petitioner  in  the  proceeding,  and 
how  that  interest  may  be  affected  by  the 
results  of  the  proceeding.  The  petition 
should  specifically  explain  the  reasons 
why  intervention  should  be  permitted 
with  particular  reference  to  the 
following  factors:  (1)  the  nature  of  the 
petitioner’s  right  under  the  Act  to  be 
made  party  to  the  proceeding;  (2)  the 
nature  and  extent  of  the  petitioner’s 
property,  financial,  or  other  interest  in 
the  proceeding;  and  (3)  the  possible 
effect  of  any  order  which  may  be 
entered  in  the  proceeding  on  the 
petitioner’s  interest.  The  petition  should 
also  identify  the  specific  aspect(s)  of  the 
subject  matter  of  the  proceeding  as  to 
which  petitioner  wished  to  intervene. 
Any  person  who  has  filed  a  petition  for 
leave  to  intervene  or  who  has  been 
admitted  as  a  party  may  amend  the 
petition  without  requesting  leave  of  the 
Board  up  to  15  days  prior  to  the  first 
prehearing  conference  scheduled  in  the 
proceeding,  but  such  an  amended 
petition  must  satisfy  the  specificity 
requirements  described  above. 

Not  later  than  15  days  prior  to  the  first 
prehearing  conference  scheduled  in  the 


proceeding,  a  petitioner  shall  file  a 
supplement  to  the  petition  to  intervene 
which  must  include  a  list  of  the 
contentions  which  are  sought  to  be 
litigated  in  the  matter.  Each  contention 
must  consist  of  a  specific  statement  of 
the  issue  of  law  or  fact  to  be  raised  or 
controverted.  In  addition,  the  petitioner 
shall' provide  a  brief  explanation  of  the 
bases  of  the  contention.and  a  concise 
statement  of  the  alleged  facts  or  expert 
opinion  which  support  the  contention 
and  on  which  the  petitioner  intends  to 
rely  in  proving  the  contention  at  the 
hearing.  The  petitioner  must  also 
provide  reference  to  those  specific 
sources  and  documents  of  which  the 
petitioner  is  aware  and  on  which  the 
petitioner  intends  to  rely  to  establish 
those  facts  or  expert  opinion.  Petitioner 
must  provide  sufficient  information  to 
show  that  a  genuine  dispute  exists  with 
the  applicant  on  a  material  issue  of  law 
or  act.  Contentions  shall  be  limited  to  . 
matters  within  the  scope  of  the 
amendment  under  consideration.  The 
contention  must  be  one  which,  if 
proven,  would  entitle  the  petitioner  to 
relief.  A  petitioner  who  fails  to  file  such 
a  supplement  which  satisfies  these 
requirements  with  respect  to  at  least  one 
contention  will  not  be  permitted  to 
participate  as- a  party. 

Those  permitted  to  intervene  become 
parties  to  the  proceeding,  subject  to  any 
limitations  in  the  order  granting  leave  to 
intervene,  and  have  the  opportunity  to 
participate  fully  in  the  conduct  of  tiie 
hearing,  including  the  opportunity  to 
present  evidence  and  cross-examine 
witnesses. 

If  a  hearing  is  requested,  the 
Commission  will  make  a  final 
determination  on  the  issue  of  no 
significant  {lazards  consideration.  The 
final  determination  will  serve  to  decide 
when  the  heeiring  is  held. 

If  the  final  determination  is  that  the 
amendment  request  involves  no 
significant  hazards  consideration,  the 
Commission  may  issue  the  amendment 
and  make  it  immediately  effective, 
notwithstanding  the  request  for  a 
hearing.  Any  hearing  held  would  take 
place  after  issuance  of  the  amendment. 

If  the  final  determination  is  that  the 
amendment  request  involves  a 
significant  hazards  consideration,  any 
hearing  held  would  take  place  before 
the  issuance  of  any  amendment. 

A  request  for  a  hearing  or  a  petition 
for  leave  to  intervene  must  be  filed  with 
the  Secretary  of  the  Commission,  U.S. 
Nuclear  Regulatory  Commission, 
Wcishington,  DC  20555-0001,  Attention: 
Docketing  and  Services  Branch,  or  may 
be  delivered  to  the  Commission’s  Public 
Document  Room,  the  Gelman  Building, 
2120  L  Street,  NW.,  Washington,  DC,  % 


the  above  date.  Where  petitions  are  filed 
during  the  last  10  days  of  the  notice 
period,  it  is  requested  that  the  petitioner 
promptly  so  inform  the  Commission  by 
a  toll-fir^  telephone  call  to  Western 
Union  at  l-(800)  248-5100  (in  Missouri 
l-{800)  342-6700).  The  Western  Union 
operator  should  be  given  Datagram 
Identification  Number  N1023  and  the 
following  message  addressed  to  William 
H.  Bateman,  Director,  Project  Directorate 
IV-2:  petitioner’s  name  arid  telephone 
number,  date  petition  was  mailed,  plant 
name,  and  publication  date  and  page 
number  of  this  Federal  Register  notice. 

A  copy  of  the  petition  should  also  be 
sent  to  the  Office  of  the  General 
Counsel,  U.S.  Nuclear  Regulatory 
Commission,  Washington,  DC  20555- 
0001,  and  to  M.  H.  Phillips  Jr.,  Esq., 
Winston  &  Strawn,  1400  L  Street  NW., 
Washington,  DC  20005-3512,  attorney 
for  the  licensee. 

Nontimely  filings  of  petitions  for 
leave  to  intervene,  amended  petitions, 
supplemental  petitions  and/cMr  requests 
for  hearing  will  not  be  entertained 
absent  a  determination  by  the 
Commission,  the  presiding  officer  or  the 
presiding  Atomic  Safety  and  Licensing 
BocU'd  that  the  petition  and/or  request 
should  be  granted  based  upon  a 
balancing  of  the  factors  specified  in  10 
CFR  2.714(a)(1)  (i)-(v)  and  2.714(d). 

For  further  deUiils  with  respect  to  this 
action,  see  the  application  for 
amendment  dated  August  9, 1996, 
which  is  available  for  public  inspection 
at  the  Commission’s  Public  Document 
Room,  the  Gelman  Building,  2120  L 
Street,  NW.,  Washington,  DC,  and  at  the 
local  public  document  room  located  at 
the  Richland  Public  Library,  955 
Northgate  Street,  Richland,  Washington 
99352. 

Dated  at  Rockville,  Maryland,  this  23rd  day 
of  August  1996. 

For  the  Nuclear  Regulatory  Commission. 
Timothy  G.  Colburn, 

Senior  Project  Manager,  Project  Directorate 
IV-2,  Division  of  Reactor  Projects — IIl/IV, 
Office  of  Nuclear  Reactor  Regulation . 

[FR  Doc.  9&-21938  Filed  8-27-96;  8:45  am] 
BILUNG  CODE  759<M>1-P 

Advisory  Comminee  on  Reactor 
Safeguards;  Meeting  Notice 

In  accordance  with  the  piurposes  of 
Sections  29  and  182b.  of  the  Atomic 
Energy  Act  (42  U.S.C.  2039,  2232b),  the 
Advisory  Committee  on  Reactor 
Sai Jguards  will  hold  a  meeting  on 
September  12-13, 1996,  in  Conference 
Room  T-2B3, 11545  Rockville  Pike, 
Rockville,  Maryland.  The  date  of  tltis 
meeting  was  previously  published  in 
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the  Federal  Register  on  Monday, 
November  27, 1995  (60  FR  58393). 

Thursday,  September  12, 1996 

8:30  AM.-8:45  AM.:  Opening 
Remarks  by  the  ACRS  Chairman 
(Open) — ^The  ACRS  Chainnem  will  make 
opening  remarks  regarding  conduct  of 
the  meeting  and  comment  briefly 
regarding  items  of  current  interest. 

During  this  session,  the  Committee  will 
discuss  priorities  for  preparation  of 
ACRS  reports. 

8:45  A.M.-10:45  A.M.:  Adequacy  of 
the  Codes  to  Analyze  Steam  Generator 
Tube  Temperature  Distributions  During 
Severe  Accidents  (Open) — ^The 
Committee  will  hear  presentations  by 
and  hold  discussions  with 
representatives  of  the  NRC  staff 
regarding  the  adequacy  of  the  NRC 
codes  to  analyze  steam  generator  tube 
temperature  distributions  during  severe- 
accident  conditions. 

Representatives  of  the  industry  will 
participate,  as  appropriate. 

11:00  A.M.-11:15  A.M.:  Reconciliation 
of  ACRS  Comments  and 
Recommendations  (Open) — ^The 
Committee  will  discuss  responses  hum 
the  NRC  Executive  Director  for 
Operations  (EDO)  to  comments  and 
recommendations  included  in  recent 
ACRS  reports.  The  EDO  responses  are 
expected  to  be  provided  in  writing  to 
the  ACRS  prior  to  the  meeting. 

11:15  A.M.-11:45  A.M.:  Report  of  the 
Planning  and  Procedures  Subcommittee 
(Open/Closed) — ^The  Committee  will 
hear  a  report  of  the  Planning  and 
Procedures  Subcommittee  on  matters 
related  to  the  conduct  of  ACRS 
business,  and  organizational  and 
persoimel  matters  relating  to  ACRS. 

A  portion  of  this  session  may  be 
closed  to  discuss  organization^  and 
personnel  matters  that  relate  solely  to 
the  internal  personnel  rules  and 
practices  of  this  Advisory  Conunittee, 
and  matters  the  release  of  which  would 
constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

11:45  A.M.-12:15  P.M.:  Future  ACRS 
Activities  (Open) — ^The  Committee  will 
discuss  recommendations  of  the 
Planning  and  Procedures  Subcommittee 
regarding  items  proposed  for 
consideration  by  the  full  Committee 
diuing  future  meetings. 

1:15  P.M.-2:45  P.M.:  Indian  Point  Unit 
3  (Open) — ^The  Committee  will  hear 
presentations  by  and  hold  discussions 
with  representatives  of  the  Indian  Point 
Unit  3  Licensee  (New  York  Power 
Authority)  regarding  the  resolution  of 
issues  that  led  to  the  shutdown  of 
Indian  Point  Unit  3,  and  the  status  of 
resolution  of  new  issues  since  the  restart 
of  the  plant  in  Jxme  1995. 


Representatives  of  the  NRC  staff  will 
participate. 

3:00  P.M.-5:00  P.M.:  Preparation  of 
ACRS'Reports  (Open) — ^The  Committee 
will  discuss  proposed  ACRS  reports  on 
matters  considered  diuing  this  meeting. 

5:15  P.M.-7:00  P.M.:  Strategic 
Planning  (Open) —  The  Committee  will 
continue  its  discussion  of  items  that  are 
of  significant  importance  to  NRC, 
including  rebaselining  of  the  Committee 
activities  for  FY  97. 

Friday,  September  13, 1996 

8:30  A.M.-8:35  A.M.:  Opening 
Remarks  by  the  ACRS  Chairman 
(Open) — ^The  ACRS  Chairman  will  make 
opening  remarks  regarding  conduct  of 
the  meeting. 

8:35  A.M.-10:30  A.M.:  Meeting  with 
the  Director  of  the  NRC  Office  of 
Nuclear  Regulatory  Research  (RES) 
(Open) — ^The  Committee  will  hear  a 
presentation  by  and  hold  discussions 
with  Mr.  David  Morrison,  RES  Director, 
on  items  of  mutual  interest  including: 

•  Overview  of  the  NRC  research 
program  and  budget. 

•  Research  priorities. 

•  NRC  Thermal  Hydraulic  Code 
Activities. 

•  International  cooperative  research 
program. 

•  RES  plans  and  priorities  for 
providing  information  necessary  for  the 
development  of  risk-informed  and 
performance-based  regulations  by 
expanding  the  scope  of  NUREG-1150 
work  to  include  Level  3  PRA  for 
shutdown  modes  of  operation,  fire,  and 
other  external  events:  rationale  for  these 
plans  and  priorities;  ongoing  and 
planned  research  to  do  such  PRAs  for 
other  modes  of  operation. 

10:45  A.M.-12:00  NOON:  Loss  of 
Feedwater  Event  at  Arkansas  Nuclear 
One  Uhit  1  (Open) — ^The  Conunittee  will 
hear  presentations  by  and  hold 
discussions  with  representatives  of  the 
NRC  staff  regarding  the  findings  and 
conclusions  of  the  Augmented 
Inspection  Team,  whi^  investigated  the 
May  19, 1996  loss  of  feedwater  event  at 
Arl^sas  Nuclear  One  Unit  1. 

Representatives  of  the  licensee  will 
participate,  as  appropriate. 

1:15  P.M.-3:00  P.M.:  Preparation  of 
ACRS  Reports  (Open) — ^The  Committee 
will  discuss  proposed  ACRS  reports  on 
matters  considered  during  this  meeting. 

Procediues  for  the  conduct  of  and 
participation  in  ACRS  meetings  were 
published  in  the  Federal  Register  on 
September  27, 1995  (60  FR  49925).  In 
accordance  with  these  procedures,  oral 
or  written  statements  may  be  presented 
by  members  of  the  public,  electronic 
recordings  will  be  permitted  only 
during  the  open  portions  of  the  meeting, 
and  questions  may  be  asked  only  by 


members  of  the  Committee,  its 
consultants,  and  staff.  Persons  desiring 
to  make  oral  statements  should  notify 
Mr.  Sam  Duraiswamy,  Chief,  Nuclear 
Reactors  Branch,  at  least  five  days 
before  the  meeting,  if  possible,  so  that 
appropriate  arrangements  can  be  made 
to  allow  the  necessary  time  during  the 
meeting  for  such  statements.  Use  of  still, 
motion  picture,  and  television  cameras 
during  diis  meeting  may  be  limited  to 
selected  portions  of  the  meeting  as 
determined  by  the  Chairman. 
Information  regarding  the  time  to  be  set 
aside  for  this  piupose  may  be  obtained 
by  contacting  the  Chief  of  the  Nuclear 
Reactors  Branch  prior  to  the  meeting.  In 
view  of  the  possibility  that  the  schedule 
for  ACRS  meetings  may  be  adjusted  by 
the  Chairman  as  necessary  to  facilitate 
the  conduct  of  the  meeting,  persons 
planning  to  attend  should  check  with 
the  Chief  of  the  Nuclear  Reactors  Branch 
if  such  rescheduling  would  result  in 
major  inconvenience. 

In  accordance  with  Subsection  10(d) 
Pub.L.  92-463, 1  have  determined  that  it 
is  necessary  to  close  portions  of  this 
meeting  noted  above  to  discuss  matters 
that  relate  solely  to  the  internal 
personnel  rules  and  practices  of  this 
Advisory  Committee  per  5  U.S.C. 
552b(c)(2),  and  to  discuss  matters  the 
release  of  which  would  constitute  a 
clearly  unwarranted  invasion  of 
personal  privacy  per  5  U.S.C.  552b(c)(6). 

Further  information  regarding  topics 
to  be  discussed,  whether  the  meeting 
has  been  cancelled  or  rescheduled,  ^e 
Chairman’s  ruling  on  requests  for  the 
opportunity  to  present  oral  statements 
and  the  time  allotted  therefor  can  be 
obtained  by  contacting  Mr.  Sam 
Duraiswamy,  Chief,  Nuclear  Reactors 
Branch  (telephone  301/415-7364), 
between  7:30  A.M.  and  4:15  P.M.  EDT. 

ACRS  meeting  notices,  meeting 
transcripts,  and  letter  reports  are  now 
available  on  FedWorld  ^m  the  “NRC 
MAIN  MENU.”  Direct  Dial  Access 
number  to  FedWorld  is  (800)  303-9672; 
the  local  direct  dial  number  is  703-321- 
3339. 

Dated:  August  22, 1996. 

John  C  Hoyle 

Acting  Advisory  Committee  Management 
Officer. 

[FR  Doc.  96-21939  Filed  8-27-96;  8:45  am) 
BILUNO  CODE  759(M>1-P 


Advisory  Committee  on  Reactor 
Safeguards,  Subcommittee  Meeting  on 
Thermal  Hydraulic  Phenomena;  Notice 
of  Meeting 

The  ACRS  Subcommittee  on  Thermal 
Hydraulic  Phenomena  will  hold  a 
meeting  on  September  18-19, 1996, 
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Room  T-2B3, 11545  Rockville  Pike, 
Rockville,  Maryland. 

A  portion  of  this  meeting  may  be 
closed  to  discuss  the  proposed  NRC 
thermal  hydraulic  research  program 
budget.  Discussion  of  the  impact  of 
possible  budget  reduction  on  continuing 
and  proposed  research  contracts,  if  held 
in  pubUc  session,  might  result  in 
premature  disclosure  of  information 
which  would  in  turn  frustrate  the 
Commission’s  ability  to  effectively 
implement  the  affected  programs. 

Tlie  agenda  for  the  subject  meeting 
shall  be  as  follows: 

Wednesday.  September  18, 1996 — 8:30 

a.m.  until  the  conclusion  of  business 
Thursday.  September  19, 1996 — 8:30 

a.m.  until  the  conclusion  of  business 

The  Subcommittee  will:  (1)  Begin  its 
review  of  the  NRC-RES  Program  to 
revise/replace  the  ciirrent  suite  of  NRC- 
RES  thermal  hydraulic  codes  and  (2) 
discuss  the  status  of  the  RES  thermal 
hydraulic  research  program  and 
associated  budget.  'The  purpose  of  this 
meeting  is  to  gather  information, 
analyze  relevant  issues  and  facts,  and  to 
formulate  proposed  positions  and 
actions,  as  appropriate,  for  deliberation 
by  the  full  Committee. 

Oral  statements  may  be  presented  by 
members  of  the  public  with  the 
concurrence  of  ^e  Subcommittee 
Chairman;  written  statements  will  be 
accepted  and  made  available  to  the 
Committee.  Electronic  recordings  will 
be  permitted  only  dmring  those  portions 
of  die  meeting  that  are  open  to  the 
public,  and  questions  may  be  asked  only 
by  members  of  the  Subcommittee,  its 
consultants,  and  staff.  Persons  desiring 
to  make  oral  statements  should  notify 
the  cognizant  ACRS  staff  engineer 
named  below  five  days  prior  to  the 
meeting,  if  possible,  so  that  appropriate 
arrangements  can  be  made. 

Dunng  the  initial  portion  of  the 
meeting,  the  Subcommittee,  along  with 
any  of  its  consultants  who  may  be 
present,  may  exchange  prelimineuy 
views  regar^ng  matters  to  be 
considered  during  the  balance  of  the 
meeting. 

The  Subcommittee  will  then  hear 
presentations  by  and  hold  discussions 
with  representatives  of  the  NRC  staff,  its 
consultants,  and  other  interested 
persons  regarding  this  review. 

Further  information  regarding  topics 
to  be  discussed,  whether  the  meeting 
has  been  cancelled  or  rescheduled,  ^e 
scheduling  of  sessions  which  are  open 
to  the  public,  the  Chairman’s  ruling  on 
requests  for  the  opportunity  to  present 
ord  statements  and  the  time  allotted 
therefor  can  be  obtained  by  contacting 
the  cognizant  ACRS  steiff  engineer,  Mr. 
Paul  A.  Boehnert  (telephone  301/415— 


8065)  between  7:30  a.m.  and  4:15  p.m. 
(EDT).  Persons  planning  to  attend  this 
meeting  are  urged  to  contact  the  above 
named  individual  one  or  two  working 
days  prior  to  the  meeting  to  be  ad\is^ 
of  any  potential  changes  to  the  agenda, 
etc.,  ^at  may  have  occurred. 

Dated:  August  21, 1996. 

Sam  Duraiswamy, 

Chief,  Nuclear  Reactors  Branch. 

[FR  Doc.  96-21940  Filed  8-27-96;  8:45  am) 
BILUNQ  CODE  75MM>1-P 


Biweekly  Notice 

Applications  and  Amendments  to 
Facility  Operating  Licenses  Involving 
No  Significant  Hazards  Considerations 

I.  Background 

Pursuant  to  Public  Law  97-415,  the 
U.S.  Nucleeu-  Regulatory  Commission 
(the  Commission  or  NRC  staff)  is 
publishing  this  regular  biweekly  notice. 
Public  Law  97-415  revised  section  189 
of  the  Atomic  Energy  Act  of  1954,  as 
amended  (the  Act),  to  require  the 
Commission  to  publish  notice  of  any 
amendments  issued,  or  proposed  to  be 
issued,  under  a  new  provision  of  section 
189  of  the  Act.  This  provision  grants  the 
Commission  the  authority  to  issue  and 
make  immediately  effective  any 
amendment  to  an  operating  license 
upon  a  determination  by  the 
Commission  that  such  amendment 
involves  no  significant  hazards 
consideration,  notwithstanding  the 
pendmicy  before  the  Commission  of  a 
request  for  a  hearing  fi'om  any  person. 

This  biweekly  notice  includes  all 
notices  of  amendments  issued,  or 
proposed  to  be  issued  from  August  3, 
1996,  through  August  16, 1996.  The  last 
biweekly  notice  was  published  on 
August  14,-1996  (61  FR  42274). 

Notice  Of  Consideration  Of  Issuance  Of 
Amendments  To  Facility  Operating 
Licenses,  Proposed  No  Significant 
Hazards  Consideration  Determination, 
And  Opportunity  For  A  Hearing 

'The  Commission  has  made  a 
proposed  determination  that  the 
following  amendment  requests  involve 
no  significant  hazards  consideration. 
Under  the  Commission’s  regulations  in 
10  CFR  50.92,  this  means  that  operation 
of  the  facility  in  accordance  with  the 
proposed  amendment  would  not  (1) 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an 
accident  previously  evaluated;  or  (2) 
create  the  possibility  of  a  new  or 
different  kind  of  accident  from  any 
accident  previously  evaluated;  or  (3) 
involve  a  significant  reduction  in  a 
margin  of  s^ety.  The  basis  for  this 


proposed  determination  for  each 
amendment  request  is  shown  below. 

The  Commission  is  seeking  public 
comments  on  this  proposed 
determination.  Any  comments  received 
within  30  days  after  the  date  of 
publication  of  this  notice  will  be 
considered  in  making  any  final 
determination. 

Normally,  the  Commission  will  not 
issue  the  amendment  imtil  the 
expiration  of  the  30-day  notice  period. 
However,  should  circumstances  change 
diuring  the  notice  period  such  that 
failiire  to  act  in  a  timely  way  would 
result,  for  example,  in  derating  or 
shutdown  of  the  facility,  the 
Commission  may  issue  the  license 
amendment  before  the  expiration  of  the 
30-day  notice  period,  provided  that  its 
final  determination  is  that  the 
amendment  involves  no  significant 
hazards  consideration.  The  final 
determination  will  consider  all  public 
and  State  comments  received  before 
action  is  taken.  Should  the  Commission 
take  this  action,  it  will  pubhsh  in  the 
Federal  Register  a  notice  of  issuance 
and  provide  for  opportimity  for  a 
hearing  after  issuance.  The  Commission 
expects  that  the  need  to  take  this  action 
will  occm  very  infrequently. 

Written  comments  may  be  submitted 
by  mail  to  the  Chief,  Rules  Review  and 
Directives  Branch,  Division  of  Freedom 
of  Information  and  Publications 
Services,  Office  of  Administration,  U.S. 
Nuclear  Regulatory  Commission, 
Washington,  DC  20555-0001,  and 
should  cite  the  publication  date  and 
page  number  of  this  Federal  Register 
notice.  Written  comments  may  also  be 
delivered  to  Room  6D22,  Two  White 
Flint  North,  11545  Rockville  Pike, 
Rockville,  Maryland  from  7:30  a.m.  to 
4:15  p.m.  Federal  workdays.  Copies  of 
written  comments  received  may  be 
examined  at  the  NRC  Public  Docviment 
Room,  the  Gelman  Building,  2120  L 
Street,  NW.,  Washington,  DC.  The  filing 
of  requests  for  a  heturing  and  petitions 
for  leave  to  intervene  is  discussed 
below. 

By  September  27, 1996,  the  licensee 
may  file  a  request  for  a  hearing  with 
respect  to  issuance  of  the  amendment  to 
the  subject  facility  operating  license  and 
any  person  whose  interest  may  be 
affected  by  this  proceeding  and  who 
wishes  to  participate  as  a  party  in  the 
proceeding  must  file  a  written  request 
for  a  hearing  and  a  petition  for  leave  to 
intervene.  Requests  for  a  hearing  and  a 
petition  for  leave  to  intervene  shall  be 
filed  in  accordance  with  the 
Commission’s  “Rvdes  of  Practice  for 


44354 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Notices 


E)omestic  Licensing  Proceedings”  in  10 
CFR  Part  2.  Interested  ptersons  should 
consult  a  current  copy  of  10  CFR  2.714 
which  is  available  at  the  Commission’s 
Public  Document  Room,  the  Gelman 
Bmlding,  2120  L  Street,  NW., 
Washington,  DC  and  at  the  local  public 
document  room  for  the  particular 
facility  involved.  If  a  request  for  a 
bearing  or  petition  for  leave  to  intervene 
is  filed  by  the  above  date,  the 
Commission  or  an  Atomic  Safety  and 
Licensing  Board,  designated  by  the 
Commission  or  by  the  Chairman  of  the 
Atomic  Safety  and  Licensing  Board 
Panel,  will  rule  on  the  request  and/or 
petition:  and  the  Secretary  or  the 
designated  Atomic  Safety  and  Licensing 
Board  will  issue  a  notice  of  a  hearing  or 
an  appropriate  order. 

As  required  by  10  CFR  2.714,  a 
petition  for  leave  to  intervene  shall  set 
forth  with  particularity  the  interest  of 
the  petitioner  in  the  proceeding,  and 
how  that  interest  may  be  affected  by  the 
results  of  the  proceeding.  The  petition 
should  specifically  explain  the  reasons 
why  intervention  should  be  permitted 
with  particular  reference  to  the 
following  factors:  (1)  the  nature  of  the 
petitioner’s  right  under  the  Act  to  be 
made  a  party  to  the  proceeding;  (2)  the 
nature  and  extent  of  the  petitioner’s 
property,  financial,  or  other  interest  in 
the  proceeding;  and  (3)  the  possible 
effect  of  any  order  which  may  be 
entered  in  the  proceeding  on  the 
petitioner’s  interest.  The  petition  should 
also  identify  the  specific  aspect(s)  of  the 
subject  matter  of  the  proceeding  as  to 
which  petitioner  wishes  to  intervene. 
Any  person  who  has  filed  a  petition  for 
leave  to  intervene  or  who  hs^  been 
admitted  as  a  party  may  amend  the 
petition  without  requesting  leave  of  the 
Board  up  to  15  days  prior  to  the  first 
prehearing  conference  scheduled  in  the 
proceeding,  but  such  an  amended 
petition  must  satisfy  the  specificity 
requirements  described  above. 

Not  later  than  15  days  prior  to  the  first 
prehearing  conference  scheduled  in  the 
proceeding,  a  petitioner  shall  file  a 
supplement  to  the  petition  to  intervene 
wMch  must  include  a  list  of  the 
contentions  which  are  sought  to  be 
litigated  in  the  matter.  Each  contention 
must  consist  of  a  specific  statement  of 
the  issue  of  law  or  fact  to  be  raised  or 
controverted.  In  addition,  the  petitioner 
shall  provide  a  brief  explanation  of  the 
bases  of  the  contention  and  a  concise 
statement  of  the  alleged  facts  or  expert 
opinion  which  support  the  contention 
and  on  which  the  {>etitioner  intends  to 
rely  in  proving  the  contention  at  the 
hearing.  The  petitioner  must  also 
provide  references  to  those  specific 
sources  and  docmnents  of  which  the 


petitioner  is  aware  and  on  which  the 
petitioner  intends  to  rely  to  establish 
those  facts  or  expert  opinion.  Petitioner 
must  provide  sufficient  information  to 
show  that  a  genuine  dispute  exists  with 
the  applicant  on  a  material  issue  of  law 
or  fact.  Contentions  shall  be  limited  to 
matters  within  the  scope  of  the 
amendment  under  consideration.  The 
contention  must  be  one  which,  if 
proven,  would  entitle  the  petitioner  to 
relief.  A  petitioner  who  fails  to  file  such 
a  supplement  which  satisfies  these 
requirements  with  respect  to  at  least  one 
contention  will  not  be  permitted  to 
participate  as  a  party. 

Those  permitted  to  intervene  become 
parties  to  the  proceeding,  subject  to  any 
limitations  in  the  order  granting  leave  to 
intervene,  and  have  the  opportunity  to 
participate  fully  in  the  conduct  of  the 
hearing,  including  the  opportimity  to 
present  evidence  emd  cross-excunine 
witnesses. 

If  a  hearing  is  requested,  the 
Commission  will  m£ike  a  final 
determination  on  the  issue  of  no 
significant  hazards  consideration.  The 
final  determination  will  serve  to  decide 
when  the  hearing  is  held. 

If  the  final  determination  is  that  the 
amendment  request  involves  no 
significant  hazards  consideration,  the 
Commission  may  issue  the  amendment 
and  make  it  immediately  effective, 
notwithstanding  the  request  for  a 
hearing.  Any  heeuing  held  would  take 
place  after  issuance  of  the  amendment. 

If  the  final  determination  is  that  the 
amendment  request  involves  a 
significant  heizards  consideration,  any 
hearing  held  would  take  place  before 
the  issuance  of  any  amendment. 

A  request  for  a  hearing  or  a  petition 
for  leave  to  intervene  must  be  filed  with 
the  Secretary  of  the  Commission,  U.S. 
Nuclear  Regulatory  Commission, 
Washington,  DC  20555-0001,  Attention: 
Docketing  and  Services  Branch,  or  may 
be  delivered  to  the  Commission’s  Public 
Dociunent  Room,  the  Gelman  Building, 
2120  L  Street,  NW.,  Washington  DC,  by 
the  above  date.  Where  petitions  are  filed 
diuing  the  last  10  days  of  the  notice 
period,  it  is  requested  that  the  petitioner 
promptly  so  inform  the  Commission  by 
a  toU-fi^  telephone  call  to  Western 
Union  at  l-(800)  248-5100  (in  Missouri 
l-(800)  342-6700).  The  Western  Union 
operator  should  be  given  Datagram 
Identification  Nmnber  N1023  and  the 
following  message  addressed  to  (Project 
Director):  petitioner’s  name  and 
telephone  niimber,  date  petition  was 
mailed,  plant  name,  and  publication 
date  and  page  niunber  of  this  Federal 
Register  notice.  A  copy  of  the  petition 
should  also  be  sent  to  the  Office  of  the 
General  Counsel,  U.S.  Nuclear 


Regulatory  Commission,  Washington, 

DC  20555-0001,  and  to  the  attorney  for 
the  licensee. 

Nontimely  filings  of  petitions  for 
leave  to  intervene,  amended  petitions, 
supplemental  petitions  and/or  requests 
for  a  hearing  will  not  be  entertained 
absent  a  determination  by  the 
Commission,  the  presiding  officer  or  the 
Atomic  Safety  and  Licensing  Board  that 
the  petition  and/or  request  should  be 
granted  based  upon  a  balancing  of 
factors  specified  in  10  CFR 
2.714(a)(l)(i)-(v)  and  2>14(d). 

For  further  details  with  respect  to  this 
action,  see  the  application  for 
amendment  which  is  available  for 
public  inspection  at  the  Commission’s 
Public  Document  Room,  the  Gelman 
Building,  2120  L  Street,  NW., 
Washington,  DC,  and  at  the  local  public 
dociunent  room  for  the  particular 
facility  involved. 

Carolina  Power  &  Light  Company,  et 
al.,  Docket  No.  50-400,  Shearoii  Harris 
Nuclear  Power  Plant,  Unit  1,  Wake  and 
Chatham  Counties,  North  Carolina 

Date  of  amendment  request:  ]u]y  19, 
1996 

Description  of  amendment  request: 
The  proposed  amendment  would  revise 
Teclmical  Specification  (TS)  Section  3/ 
4.6.2,  Conteiinment  Spray  System,  to 
extend  the  surveillance  interval  for 
performance  of  an  air  or  smoke  flow  test 
through  containment  spray  nozzles  from 
once  per  5  years  to  once  per  10  years. 
This  change  is  consistent  with  the 
guidance  in  NRC  Generic  Letter  93-05, 
"Line  Item  Technical  Specifications 
Improvements  to  Reduce  Surveillance 
Requirements  for  Testing  During  Power 
Operations,”  and  NUREG-1366, 
“Improvements  To  Technical 
Specifications  Surveillance 
Requirements.” 

oasis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  The  proposed  amendment  does  not 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

The  proposed  extended  testing  frequency 
of  containment  spray  nozzles  wul  not  affect 
any  initiators  of  any  previously  evaluated 
accidents  or  change  the  manner  of  operation 
for  any  system  or  component.  The 
containment  spray  system  serves  a  mitigating 
function  by  removing  heat  and  fission 
products  tern  a  post  accident  containment 
atmosphere.  Increasing  the  surveillance  test 
interval  will  not  affect  the  system’s  ability  to 

Erovide  this  function.  Therefore,  there  would 
e  no  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 
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2.  The  proposed  amendment  does  not 
create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  accident 
previously  evaluated. 

Since  the  proposed  change  affects  only  a 
surveillance  frequency,  it  will  not  involve 
any  physical  alterations  to  plant  equipment 
or  alter  the  manner  in  which  any  safety- 
related  system  performs  its  function. 
Therefore,  the  proposed  change  does  not 
create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  accident 
previously  evaluated. 

3.  The  proposed  amendment  does  not 
involve  a  significant  reduction  in  the  margin 
of  safety. 

The  proposed  change  does  not  affect  any 
Final  ^fety  Analysis  Report  (FSAR)  Chapter 
15  accident  analyses  or  impact  the  margin  of 
safety  for  the  containment  spray  system  as 
defined  in  the  Bases  to  the  Technical 
Specifications.  Therefore,  the  proposed 
change  does  not  involve  a  significant 
reduction  in  the  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Cameron  Village  Regional 
Library,  1930  Clark  Avenue,  Raleigh, 
North  Carolina  27605 

Attorney  for  licensee:  William  D. 
Johnson,  Vice  President  and  Senior 
Counsel,  Carolina  Power  &  Light 
Company,  Post  Office  Box  1551, 

Raleigh,  North  Carolina  27602 

NRC  Project  Director:  Eugene  V. 

Imbro 

Commonwealth  Edison  Company, 
Docket  Nos.  50-254  and  50-265,  Quad 
Cities  Nuclear  Power  Station,  Units  1 
and  2,  Rock  Island  County,  Illinois 

Date  of  amendment  request:  June  10, 
1996 

Description  of  amendment  request:  To 
change  the  technical  specifications  to 
reflect  the  transition  from  General 
Electric  Company  (GE)  to  Siemens 
Power  Corporation  (SPC)  as  the  fuel 
supplier  for  the  Quad  Qties  Nuclear 
Power  Station,  Units  1  and  2. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1)  Involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

The  probability  of  an  evaluated  accident  is 
derived  from  the  probabilities  of  the 
individual  precursors  to  that  accident.  The 
consequences  of  an  evaluated  accident  are 
determined  by  the  operability  of  plant 
systems  designed  to  mitigate  those 


consequences.  Limits  will  be  established 
consistent  with  NRC  approved  methods  to 
ensiue  that  fuel  performance  during  normal, 
transient,  and  accident  conditions  is 
acceptable.  The  proposed  Technical 
Specifications  amendment  reflects  previously 
approved  SPC  methodology  used  to  analyze 
normal  operations,  including  anticipated 
operational  occurrences  (AOOs),  and  to 
determine  the  potential  consequences  of 
accidents. 

Licensing  Methods  and  Models 

The  proposed  amendment  is  to  support 
operation  with  NRC  approved  fuel  and 
licensing  methods  supplied  from  Siemens 
Power  Corporation.  In  accordance  with  FSAR 
Chapter  15,  the  same  accidents  and  transients 
will  be  analyzed  with  the  new  fuel  and 
methods  as  were  analyzed  by  GE  for  GE  fuel. 
The  analysis  methods  and  models  are  NRC 
approved.  These  approved  methods  and 
models  are  used  to  determine  the  fuel 
thermal  limits  (e.g.,  LHGR,  APLHGR,  MCPR). 
The  SPC  core  monitoring  code  enables  the 
site  to  monitor  kerr  as  well  as  rod  density  to 
perform  the  reactivity  anomaly  surveillance. 
This  is  consistent  with  GE  methodology.  The 
support  systems  for  minimizing  the 
consequences  of  transients  and  accidents  are 
not  affected  by  the  proposed  amendment. 
Therefore,  the  change  in  licensing  analysis 
methods  and  models  does  not  significantly 
increase  the  probability  of  an  accident  or  die 
consequences  of  an  accident  previously 
identified. 

New  Fuel  Design 

The  use  of  ATRIUM  9B  fuel  at  Quad  Cities 
does  not  involve  a  significant  increase  in  the 
probability  or  consequences  of  any  accident 
previously  evaluated  in  the  FSAR.  The 
ATRIUM-9B  fuel  is  generically  approved  for  . 
use  as  a  reload  BWR  fuel  type  (Reference: 
ANF-89-014(P)(A)  Rev.  1  Supplement  1, 
General  Mechanical  Design  for  Advanced 
Nuclear  Fuels  9X9-IX  and  9X9-9X  BWR 
Reload  Fuel).  Limiting  postulated 
occurrences  and  normal  operation  have  been 
analyzed  using  NRC-approved  methods  for 
the  ATRIUM  9B  fuel  design  to  ensure  that 
safety  limits  are  protected  and  that 
acceptable  transient  and  accident 
performance  is  maintained. 

The  reload  fuel  has  no  adverse  impact  on 
the  performance  of  in-core  neutron  dux 
instrumentation  or  CRD  response.  The 
ATRIUM-9B  fuel  design  will  not  adversely 
affect  performance  of  neutron 
instrumentation  nor  will  it  adversely  affect 
the  movement  of  control  blades  relative  to 
the  GE  fuel.  The  exterior  dimensions  of  the 
ATRIUM-9B  fuel  have  been  evaluated  by 
ComEd;  the  SPC  fuel  provides  adequate 
clearances  relative  to  the  GElO  fuel  installed 
at  Quad  Cities.  Thus,  no  increased 
interactions  with  the  adjacent  control  blade 
and  nuclear  instrumentation  are  created. 
Additionally,  given  the  above  mentioned 
overall  envelope  similarities,  no  problems  are 
anticipated  with  other  station  equipment 
such  as  the  fuel  storage  racks,  the  new  fuel 
inspection  stand  and  the  spent  fuel  pool  fuel 
preparation  machine.  Therefore,  the 
probability  of  adverse  interactions  between 
the  Siemens  fuel  and  components  in  the  core 
and  fuel  handling  equipment  is  not 
significantly  increased. 

The  ATRIUM  9B  design  is  ireutronically 
compatible  with  the  existing  fuel  types  and 


core  components  in  the  Quad  Cities  core. 

SPC  tests  have  demonstrated  that  the 
ATRIUM-9B  fuel  design  is  hydraulically 
compatible  with  the  GE9/GE10  fuel.  The 
bundle  pressure  drop  characteristics  of  the 
ATRIUM  9B  bundle  are  similar  to  those  of 
the  GE9/GE10  fuel  desim,  hence  core 
thermal-hydraulic  stability  characteristics  are 
not  adversely  affected  by  the  ATRIUM  9B 
design.  Cycle  stability  calculations  are 
performed  by  SPC.  Therefore,  the  probability 
of  thermal  hydraulic  instability  is  not 
significantly  increased. 

An  evaluation  of  the  Emergency 
Procedures  is  being  pqrform^  to  ensure  that 
the  use  of  the  ATKfUM-9B  fuel  at  Quad  Cities 
does  not  alter  any  assumptions  previously 
made  in  evaluating  the  radiological 
consequences  of  an  accident  at  Quad  Cities 
Station.  Therefore,  the  radiological 
consequences  of  accidents  are  not 
significantly  increased. 

Methods  approved  by  the  NRC  are  being 
used  in  the  evaluation  of  fuel  performance 
during  normal  and  abnormal  operating 
conditions.  The  ComEd  and  SIX]  methods  to 
be  used  for  the  cycle  specific  transient 
analyses  have  been  previously  NRC 
approved.  The  proposed  methodologies  are 
administrative  in  nature  and  do  not 
significantly  affect  any  accident  precursors  or 
accident  results;  as  such,  the  proposed 
incorporation  of  the  SPC  methodologies  for 
Quad  Cities  does  not  significantly  increase 
the  probability  or  consequences  of  any 
previously  evaluated  accidents.  The 
description  of  the  fuel  is  modified  to  include 
the  water  box  design  of  the  NRC  approved 
ATRIUM-9B  fuel.  This  change  is 
administrative. 

Review  of  the  above  concludes  that  the 
probability  of  occurrence  and  the 
consequences  of  an  accident  previously 
evaluated  in  the  safety  analysis  report  have 
not  been  significantly  increased. 

***** 

2)  Create  the  possibility  of  a  new  or 
different  kind  of  accident  firom  any  accident 
previously  evaluated: 

Creation  of  the  possibility  of  a  new  or 
different  kind  of  accident  would  require  the 
creation  of  one  or  more  new  precursors  of 
that  accident.  New  accident  precursors  may 
be  created  by  modifications  of  the  plant 
configuration,  including  changes  in 
allowable  modes  of  operation. 

Licensing  Methods  and  Models 

The  proposed  Technical  Specification 
amendment  reflects  previously  approved  SPC 
methodology  used  to  analyze  normal 
operations,  including  AOOs,  and  to 
detennine  the  potential  consequences  of 
accidents.  In  accordance  with  FSAR  Chapter 
15,  the  same  accidents  and  transients  will  be 
analyzed  with  the  new  fuel  and  methods  as 
were  analyzed  by  GE  for  GE  fuel.  As  stated 
above,  the  proposed  changes  do  not  permit 
modes  of  operation  which  differ  from  those 
currently  permitted:  therefore,  the  possibility 
of  a  new  or  different  kind  of  accident  is  not 
created.  Plant  support  equipment  is  not 
affected  by  the  proposed  changes;  therefore, 
no  new  failure  modes  are  created. 

New  Fuel  Design 

The  basic  design  concept  of  a  9x9  fuel  pin 
array  with  an  internal  water  box  has  been 
used  in  various  lead  assembly  programs  and 
in  reload  quantities  in  Europe  since  1986. 
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WNP-2  has  loaded  reload  quantities  since 
1991.  Approximately  650  water  box 
assemblies  have  been  irradiated  in  the  United 
States  through  1995,  with  a  substantially 
higher  number  being  irradiated  overseas.  The 
NRC  has  reviewed  and  approved  the 
ATRIUM-9B  fuel  design  (Reference:  ANF-89- 
014(P)(A)  Rev.  1  Supplement  1,  Generic 
Mech^cal  Design  for  Advanced  Nuclear 
Fuels  9X9-IX  and  9X9-9X  BWR  Reload  Fuel). 
The  similarities  in  fuel  design  and  operation 
between  GE  and  SPG,  and  the  previous 
Boiling  Water  Reactor  experience  with  both 
vendors’  fuel  indicate  there  would  be  no  new 
or  different  types  of  accidents  for  Quad  Cities 
than  have  been  considered  for  the  existing 
fuel.  Therefore,  the  use  of  ATRIUM-9B  fuel 
at  Quad  Cities  does  not  create  the  possibility 
of  a  new  or  different  kind  of  accident  from 
any  accident  previously  evaluated. 

***** 

3)  Involve  a  significant  reduction  in  the 
margin  of  safety  for  the  following  reasons: 

The  existing  margin  to  safety  is  provided 
by  the  existing  acceptance  criteria  (e.g., 
10CFR50.46 -limits).  The  proposed  Technical 
Specification  amendment  reflects  previously 
approved  SPG  methodology  used  to 
demonstrate  that  the  existing  acceptance 
criteria  are  satisffed.  The  revised 
methodology  has  been  previously  reviewed 
and  approved  by  the  USNRC  for  application 
to  reload  cores  of  GE  BWRs.  References  for 
the  Licensing  Topical  Reports  which 
document  this  methodology,  and  include  the 
Safety  Evaluation  Reports  prepared  by  the 
USNRC,  are  added  to  the  Reference  section 
of  the  Technical  Specifications  as  part  of  this 
amendment. 

Licensing  Methods  and  Models 

The  proposed  amendment  does  not  involve 
changes  to  the  existing  operability  criteria. 
NRC  approved  methods  and  established 
limits  (implemented  in  the  COLR)  ensure 
acceptable  margin  is  maintained.  The  ComEd 
and  SPG  reload  methodologies  for  the 
ATRIUM-9B  reload  design  are  consistent 
with  the  Technical  Specification  Bases.  The 
Limiting  Conditions  for  Operation  are  taken 
into  consideration  while  performing  the 
cycle  specific  and  generic  reload  safety 
analyses.  NRC  approved  methods  are  listed 
in  Swtion  6  of  the  Technical  Specifications. 

Analyses  performed  with  NRC-approved 
methodology  have  demonstrated  that  fuel 
design  and  licensing  criteria  will  be  met 
during  normal  and  abnormal  operating 
conditions.  The  same  margins  of  safety  are 
utilized  by  SPG  as  GE  (e.g,  limits  on  peak 
cladding  temperature,  cladding  oxidation, 
plastic  strain).  Therefore,  there  is  not  a 
significant  reduction  in  the  margin  of  safety. 

New  Fuel  Design 

The  exterior  dimensions  of  the  ATRIUM- 
9B  fuel  as^mbly  result  in  equivalent 
clearances  relative  to  the  GElOB.  Thus,  no 
increased  interactions  with  the  adjacent 
control  blade  and  nuclear  instrumentation 
are  created.  The  change  does  not  adversely 
impact  equipment  important  to  safety; 
therefore,the  margin  of  safety  is  not 
significantly  reduced. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  C^FR  50.92(c}  are 
satisfied.  Therefore,  the  NRfll  staff 


proposes  to  determine  that  the 
requested  amendments  involve  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Dixon  Public  Library,  221 
Heimepin  Avenue,  Dixon,  Illinois  61021 

Attorney  for  licensee:  Michael  I. 

Miller,  Esquire;  Sidley  and  Austin,  One 
First  National  Plaza,  (Chicago,  Illinois 
60603 

NRC  Project  Director:  Robert  A.  Capra 

Duke  Power  Company,  Dofdtet  Nos.  SO* 
269, 270  and  50*287,  Oconee  Nuclear 
Station,  Units  1, 2  and  3,  Oconee 
County,  South  Carolina 

Date  of  amendment  request:  August 
12, 1996 

Description  of  amendment  request: 
The  proposed  change  would  implement 
the  performance-based  containment  leak 
rate  testing  provisions  of  Option  B  to  10 
CFR  Part  50  Appendix  J  for  the  Type  A 
(containment)  testing  program. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

The  following  analysis  is  presented, 
pursuant  to  10  CFR  50.91,  to  demonstrate 
that  the  proposed  change  will  not  create  a 
Significant  Hazard  Consideration. 

1.  The  proposed  change  will  not  involve  a 
significant  increase  in  the  probability  or 

'  consequences  of  an  accident  previously 
evaluated. 

Containment  leak  rate  testing  is  not  an 
initiator  of  any  accident;  the  proposed 
change  does  not  affect  reactor  operations  or 
accident  analysis,  and  has  no  significant 
radiological  consequences.  Therefore,  this 
proposed  change  will  not  involve  an  increase 
in  the  probability'  or  consequences  of  any 
previously-evaluated  accident. 

2.  The  proposed  change  will  not  create  the 
possibility  of  any  new  accident  not 
previously  evaluated. 

The  proposed  change  does  not  affect 
normal  plant  operations  or  configuration,  or 
change  any  design  basis.  The  proposed 
changes  will  not  affect  the  response  of  [the] 
containment  during  a  design  basis  accident. 

3.  There  is  no  significant  reduction  in  a 
margin  of  safety. 

The  proposed  changes  are  based  on  NRC- 
accepted  provisions,  and  maintain  necessary 
levels  of  reliability  of  containment  integrity. 
The  performance-based  approach  to  leakage 
rate  testing  recognizes  that  historically  go^ 
results  of  containment  testing  provide 
appropriate  assurance  of  future  containment 
integrity;  this  supports  the  conclusion  that 
the  impact  on  the  health  and  safety  of  the 
public  as  a  result  of  extended  test  intervals 
is  negligible. 

Based  on  the  above,  no  significant  hazards 
consideration  is  created  by  the  proposed 
change. 

'The  NRC  has  reviewed  the  licensee’s 
analysis  and,  based  on  thisreview,  it 
appears  that  the  three  standards  of  10 


(ZFR  50.92(c)  are  satisfied.  Therefore,  the 
NRC  staff  proposes  to  determine  that  the 
eunendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Oconee  County  Library,  501 
West  South  Broad  Street,  Walhalla, 

South  Carolina  29691 

Attorney  for  licensee:  J.  Michael 
McGarry,  III,  Winston  and  Strawn,  1200 
17th  Street,  NW.,  Washington,  DC  20036 

NRC  Project  Director:  Herbert  N. 
Berkow 

Entergy  Operations,  Inc.,  Docket  No. 
50*313,  Arkansas  Nuclear  One,  Unit 
No.  1,  Pope  County,  Arkansas 

Date  of  amendment  request:  May  31, 
1996 

Description  of  amendment  request: 
'The  proposed  amendment  revises  the 
surveillance  test  interval  for  the  reactor 
protection  system  reactor  trip  breakers, 
reactor  trip  modules,  and  electronic  trip 
relays  from  1  month  to  6  months.  In 
addition  to  requesting  a  change  to  the 
Arkansas  Nucleeir  One,  Unit  1  Technical 
Specifications,  the  request  also  proposes 
the  same  changes  to  NUREG-1430, 
Standard  Technical  Specifications  - 
Babcock  and  Wilcox  Plants. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

Criterion  1  -  Does  Not  Involve  a  Significant 
Increase  in  the  Probability  or  Consequences 
of  an  Accident  Previously  Evaluated. 

The  accident  mitigation  features  of  the 
plant  are  not  affected  by  the  proposed  test 
interval  extension.  The  results  of  the  B&W 
Owners  Group  Topical  Report  BAW-10167, 
Supplement  3,  “justification  for  increasing 
The  Reactor  Trip  System  On-Line  Test 
Intervals,’’  show  that  the  test  interval 
extension  of  the  reactor  protection  system 
trip  devices  is  not  a  significant  contributor  to 
trip  system  unavailability  or  the  risk  of  core 
damage. 

Therefore,  this  change  does  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  any  accident  previously 
evaluated. 

Criterion  2.  Does  Not  Create  the  Possibility 
of  a  New  or  Different  Kind  of  Accident  from 
any  Previously  Evaluated. 

The  reactor  trip  device  surveillance  test 
interval  is  not,  in  and  of  itself,  considered  to 
be  an  accident  initiator.  Failvue  of  a  trip 
device  to  function  is  an  analyzed  condition 
and  does  not  constitute  a  new  or  different 
kind  of  accident. 

Therefore,  this  change  does  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  previously  evaluated. 

Criterion  3.  Does  Not  Involve  a  Significant 
Reduction  in  the  Margin  of  Safety. 

The  results  of  the  B&W  Owners  Group 
Topical  Report  BAW-10167,  Supplement  3, 
"Justification  for  Increasing  The  Reactor  Trip 
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System  On-Line  Test  Intervals,”  show  that 
the  test  interval  extension  of  the  reactor 
protection  system  trip  devices  is  not  a 
significant  contributor  to  trip  system 
unavailability  or  the  risk  of  core  damage.  In 
addition,  the  imcertainty  analysis  contained 
in  BAW-10167  confirms  the  robustness  of  the 
results  by  demonstrating  that  even  with  an 
order  of  magnitude  change  in  the  failure  data, 
the  incremental  increase  due  to  an  increased 
test  interval  is  insignificant.  Entergy 
Operations  has  reviewed  BAW-10167  and 
found  it  applicable  to  ANO-1. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the  , 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Tomlinson  Library,  Arkansas 
Tech  University,  Russellville,  AR  72801 

Attorney  for  licensee:  Nicholas  S. 
Reynolds,  Esquire,  Winston  and  Strawn, 
1400  L  Street,  N.W.,  Washington,  DC 
20005-3502 

NRC  Project  Director:  William  D. 
Beckner 

Entergy  Operations,  Inc.,  Docket  Nos. 
50-313  and  50-368,  Arkansas  Nuclear 
One,  Unit  Nos.  1  and  2  (ANO-1&2), 

Pope  County,  Arkansas 

Date  of  amendment  request:  May  9, 
1996 

Description  of  amendment  request: 
The  proposed  amendment  changes  the 
name  of  Arkansas  Power  and  Light 
Company  (AP&L)  to  Entergy  Arkansas, 
Inc.  in  both  the  Operating  License  and 
the  Technical  Specifications.  AP&L  is 
licensed  to  own  and  possess  Arkansas 
Nuclear  One  (ANO).  The  company 
licensed  to  operate  ANO,  Entergy 
Operations,  Inc.  is  unaffected  by  this 
change. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  Does  Not  Involve  a  Significant  Increase 
in  the  Probability  or  Ckinsequences  of  an 
Accident  Previously  Evaluated. 

The  proposed  change  documents  changing 
the  legal  name  of  the  company.  The  proposed 
change  will  not  affect  any  other  obligations. 
The  company  will  continue  to  own  all  of  the 
same  assets,  will  continue  to  serve  the  same 
customers,  and  will  continue  to  honor  all 
existing  obligations  and  commitments. 
Therefore,  this  change  does  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  any  accident  previously 
evaluated. 

2.  Does  Not  Create  the  Possibility  of  a  New 
or  Different  Kind  of  Accident  from  any 
Previously  Evaluated. 

The  administrative  changes  in  the 
operating  license  requirements  do  not 


involve  any  change  in  the  design  of  the  plant. 
Therefore,  this  change  does  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  previously  evaluated. 

3.  Does  Not  Involve  a  Significant 
Reduction  in  the  Margin  of  Safety. 

The  proposed  change  is  administrative  in 
nature  and  does  not  reduce  the  margin  of 
safety  imposed  by  any  cmrent  requirements. 
Therefore,  this  change  does  not  involve  a 
significant  reduction  in  the  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Tomlinson  Library,  Arkansas 
Tech  University,  Russellville,  AR  72801 

Attorney  for  licensee:  Nicholas  S. 
Reynolds,  Esquire,  Winston  and  Strawn, 
1400  L  Street,  N.W.,  Washington,  DC 
20005-3502 

NRC  Project  Director:  William  D. 
Beckner 

Florida  Power  and  Light  Company, 
Docket  Nos.  50-250  and  50-251,  Turkey 
Point  Plant  Units  3  and  4,  Dade  County, 
Florida 

Dates  of  amendment  request:  July  17, 
1996 

Description  of  amendment  request: 
The  licensee  proposed  to  change  the 
Turkey  Point  Units  3  and  4  Technical 
Specifications  (TS)  to  implement  10 
CFR  50,  Appendix  J,  Option  B,  for 
containment  leakage  testing.  Changes 
include  relocating  the  details  for 
containment  testing  to  the  “contaiiunent 
leakage  rate  testing  program”  and 
adding  the  requirements  of  the 
containment  leakage  rate  testing 
program  to  TS  6.8.4,  which  describes 
facility  programs. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards . 
consideration,  which  is  presented 
below. 

(1)  Operation  of  the  frcility  in  accordance 
with  the  proposed  amendments  would  not 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

The  proposed  amendments  do  not  involve 
a  significant  increase  in  the  probability  or  . 
consequences  of  an  accident  previously 
evaluated  because: 

a)  These  proposed  changes  are  all 
consistent  with  NRC  requirements  and 
guidance  for  implementation  of  10  CFR  50, 
Appendix  J,  Option  B. 

b)  Based  on  industry  and  NRC  evaluations 
performed  in  support  of  developing  Option 
B,  these  changes  potentially  result  in  a  minor 
increase  in  the  consequences  of  an  accident 
previously  evaluated  due  to  the  expanded 


testing  intervals.  However,  the  proposed 
changes  do  not  result  in  an  increase  in  the 
core  damage  frequency  since  the  containment 
system  is  used  for  mitigation  purposes  only. 

c)  These  changes  are  expected  to  result  in 
increased  attention  to  components  with  poor 
leakage  test  history  as  part  of  the 
performance-based  nature  of  Option  B,  such 
that  the  marginally  increased  consequences 
frt>m  the  expanded  testing  intervals  may  be 
further  reduced  or  negated. 

Therefore,  these  changes  do  not  involve  a 
significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

(2)  Operation  of  the  facility  in  accordance 
with  the  proposed  amendments  would  not 
create  the  possibility  of  a  new  or  different 
kind  of  accident  frt>m  any  accident 
previously  evaluated. 

The  use  of  tke  modified  specifications  can 
not  create  the  possibility  of  a  new  or  different 
kind  of  accident  frum  any  previously 
evaluated  since  the  proposed  amendments 
will  not  change  the  physical  plant  or  the 
modes  of  plant  operation  defined  in  the 
facility  operating  license.  No  new  failure 
mode  is  introduced  due  to  the 
implementation  of  a  performance-based 
program  for  containment  leakage  rate  testing, 
since  the  proposed  changes  do  not  involve 
the  addition  or  modification  of  equipment, 
nor  do  they  alter  the  design  or  operation  of 
affected  plant  systems,  structures,  or 
compxinents. 

(3)  Operation  of  the  facility  in  accordance 
with  the  proposed  amendments  would  not 
involve  a  significant  reduction  in  a  margin  of 
safety. 

The  operating  limits  and  functional 
capabilities  of  the  affected  systems, 
structures,  and  components  are  basically 
unchanged  by  the  proposed  amendments  due 
to  the  following  reasons: 

a)  The  acceptance  criteria  for  total 
integrated  containment  leakage  of  1.0  L,  is 
consistent  with  the  current  technical 
specifications  and  is  within  the  design  basis 
accident  assumptions,  and  therefore  does  not 
reduce  the  margin  of  safety. 

b]  The  increase  in  intervals  between  leak- 
test  surveillances  will  not  significantly 
reduce  the  margin  of  safety  as  shown  by 
findings  in  NUREG  1493,  “Performance- 
Based  Containment  Leak-Test  Program”, 
which  was  based  on  implementation  of  the 
performance-based  testing  of  Option  B. 

Therefore  these  changes  do  not  involve  a 
significant  reduction  in  the  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  50.92(c)  are 
satisfied.Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Florida  International 
University,  University  Park,  Miami, 
Florida  33199 

Attorney  for  licensee:  ].  R.  Newman, 
Esquire,  Morgan,  Lewis  &  Bockius,  1800 
M  Street,  NW.,  Washington,  DC  20036 

NRC  Project  Director:  Frederick  J. 
Hebdon 
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Georgia  Power  Company,  Oglethorpe 
Power  Corporation,  Municipal  Electric 
Authority  of  Georgia,  City  of  Dalton, 
Georgia,  Docket  Nos.  50-321  and  50- 
366,  Edwin  1.  Hatch  Nuclear  Plant, 

Units  1  and  2,  Appling  County,  Georgia 

Date  of  amendment  request:  May  21, 
1996 

Description  of  amendment  request: 

The  proposed  change  to  the  condensate 
storage  tank  (CST)  level  indication 
would  ensure  that  the  water  level  is 
sufficient  to  provide  50,000  gallons  of 
water  for  core  spray  makeup  to  the 
reactor  pressure  vessel. 

Technical  Specification  (TS) 
Surveillance  Requirement  (SR)  3.5.2.2.b 
for  ECCS  -  Shutdown  states: 

“Condensate  storage  tank  (CST)  water 
level  is  [greater  than  or  equal  to]  12 
feet.”  The  corresponding  Bases  state:  ”... 
the  CST  contains  [greater  than  or  equal 
to]  150,000  gallons  of  water,  equivalent 
to  12  feet,  ensures  that  the  CS  System 
can  supply  at  least  50,000  gallons  of 
makeup  water  to  the  RPV.” 

Subsequent  Ucensee  analyses 
confirmed  that  Plant  Hatch  Units  1  and 
2  CST  configvirations  are  different;  that 
is,  for  both  CSTs,  a  water  level  of  12  feet 
is  not  equivalent  to  the  required 
capacity  of  150,000  gallons  of  water. 
Based  on  these  calculations,  the  correct 
level  for  the  Unit  1  CST  is  13  feet,  and 
the  correct  level  for  the  Unit  2  CST  is 
15  feet. 

The  proposed  change  would  revise 
Unit  1  and  Unit  2  SR  3.5.2.2.b  to  require 
a  CST  water  level  of  greater  than  or 
equal  to  13  feet  and  greater  than  or 
equal  to  15  feet,  respectively,  to  ensure 
at  least  50,000  gallons  of  water  are 
available  for  core  spray  (CS)  makeup  to 
the  reactor  pressure  vessel  (RPV). 

The  associated  Bases  for  each  imit 
will  be  revised  accordingly. 

Basis  for  proposed  no  signifioant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
Ucensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration  which  is  presented  below: 

1.  The  proposed  TS  change  does  not 
involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated,  because  this 
administrative  change  to  the  CST  water  level 
does  not  alter  the  operation  of  any  plant 
system  or  component.  The  proposed  change 
does  not  involve  a  physical  modification  to 
any  structure,  system,  or  component.  The 
minimum  CST  water  level  for  each  unit  is 
being  increased  to  account  for  the  height  of 
the  CS  suction  standpipe  within  each  CST 
and  the  differences  in  the  Unit  1  and 
Unit  2  CST  diameters  (gallons/ft  of  water) 
as  follows: 

a.  Unit  1  -  The  proposed  minimum  water 
level  is  calculated  as:  CS  suction  standpipe 
height  of  9  ft  +  (50,000  gallons  divided  by 
12,704  gallons/ft)  =  12.93  ft  or  13  ft. 


b.  Unit  2  •  The  proposed  minimum  water 
level  is  calculated  as:  CS  suction  standpipe 
height  of  10  ft  -f  (50,000  gallons  divided  by 
11,343  gallons/ft)  =  14.4  ft  or  15  ft. 

The  revised  minimum  levels  ensure  at  least 
50,000  gallons  of  water  are  provided  above 
the  top  of  the  standpipe  in  each  unit’s  CST 
and  are  available  for  CS  makeup  to  the  RPV, 
as  stated  in  the  applicable  Bases.  The  TS 
Limiting  Conditions  for  Operation  (LCO) 
remain  unaffected  by  the  proposed  change. 

2.  The  proposed  TS  change  does  not  create 
the  possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated.  Revising  Surveillance 
Requirement  acceptance  criteria  does  not 
result  in  any  physical  modification  to  the 
plant  or  operation  of  any  existing  equipment. 

3.  The  proposed  TS  change  does  not 
involve  a  significant  reduction  in  a  margin  of 
safety,  since  this  administrative  change  only 
ensures  the  existing  TS  Bases  are  satisfied  by 
increasing  the  minimum  CST  water  level 
requirement  to  ensiue  at  least  50,000  gallons 
of  water  are  available  for  CS  injection  to  the 
RPV.  The  proposed  change  does  not  involve 
a  physical  mc^ification  to  any  structure, 
system  or  component,  and  does  not  modify 
the  operation  of  any  existing  equipment. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the  « 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Appling  County  Public 
Library,  301  City  Hall  Drive,  Baxley, 
Georgia  31513 

Attorney  for  licensee:  Ernest  L.  Blake,^ 
]r.,  Esquire,  Shaw,  Pittman,  Potts  and 
Trowbridge,  2300  N  Street,  NW,,  , 
Washington,  DC  20037 
NRC  Project  Director:  HeAert  N. 
Berkow 

Houston  Lighting  &  Power  Company, 
City  Public  Service  Board  of  San 
Antonio,  Central  Power  and  Light 
Company,  City  of  Austin,  Texas,  Docket 
Nos.  50-498  and  50-409,  South  'Texas 
Project,  Units  1  and  2,  Matagorda 
County,  Texas 

Date  of  amendment  request:  July  8, 
1996 

Description  of  amendment  request: 
The  proposed  amendment  would  clarify 
that  the  component  cooling  water 
system  surge  tank  level  instrumentation 
can  be  demonstrated  operable  by 
performing  a  channel  calibration  test 
during  any  plant  mode  of  operation. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  The  proposed  change  does  not  involve 
a  significant  increase  in  the  probability  or 


consequences  of  an  accident  previously 
evaluated. 

The  proposed  change  to  Technical 
Specification  Siuveillance  Requirement 
4.7.3.b.3  will  not  effect  any  accident 
initiators  or  precursors  and  will  not  alter  the 
design  assumptions  for  the  systems  or 
components  used  to  mitigate  the 
consequences  of  an  accident.  Calibration  is 
performed  on  level  instrumentation  of 
Component  Cooling  Water  System  trains  that 
are  out  of  service  ibr  scheduled  maintenance. 
Isolation  redundancy  is  provided  by 
instrumentation  associated  with  the  trains 
that  are  in  service  during  the  calibration. 

Since  the  siuveillance  will  continue  to  be 
performed  at  the  specified  interval,  this 
proposed  change  will  not  increase  the 
probability  of  occiurence  of  an  accident 
previously  evaluated.  The  surveillance  does 
not  differ  fiom  those  previously  performed; 
therefore,  there  is  no  impact  on  the 
consequences  of  an  accident  previously 
evaluated. 

2.  The  proposed  change  does  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated. 

Clarifying  the  surveillance  interval  for 
surge  tank  level  instrumentation  does  not 
involve  installation  or  operation  of  new  or 
different  kinds  of  equipment.  There  is  no 
change  in  the  procedures  as  described  in  the 
Technical  Specifications.  The  change  only 
clarifies  the  interval  at  which  the  subject 
calibration  will  be  performed.  Therefore,  the 
proposed  change  does  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated. 

3.  The  proposed  change  does  not  involve 
a  significant  reduction  in  a  margin  of  safety. 

The  specified  surveillance  will  remain  as 
stated  in  the  Technical  Specifications. 
Consequently,  there  is  no  reduction  in  the 
effectiveness  of  the  surveillance  in  ensuring 
equipment  operability.  Calibration  is 
performed  on  level  instrumentation  of 
Component  Cooling  Water  System  trains  that 
are  out  of  service  for  scheduled  maintenance. 
Isolation  redundancy  is  provided  by 
instrumentation  associated  with  the  trains 
that  are  in  service  during  the  calibration. 
Consequently,  clarifying  the  interval  at 
which  the  calibration  is  performed  will  have 
no  significant  impact  on  the  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  standards  of 
10  CFR  50.92(c)  are  satisfied.  Therefore, 
the  NRC  staff  proposes  to  determine  that 
the  request  for  amendments  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Wharton  County  Junior 
College,  J.  M.  Hodges  Learning  Center, 
911  Boling  Highway,  Wharton,  TX 
77488 

Attorney  for  licensee:  Jack  R. 
Newman,.Esq.,  Morgan,  Lewis  & 
Bockius,  1800  M  Street,  N.W., 
Washington,  DC  20036-5869 

NRC  Project  Director:  William  D. 
Beckner 
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Houston  Lighting  &  Power  Company, 

City  Public  Service  Board  of  San 
Antonio,  Central  Power  and  Light 
Company,  City  of  Austin,  Texas,  Docket 
Nos.  50>498  and  50-499,  South  Texas 
Project,  Units  1  and  2,  Matagorda 
County,  Texas 

Date  of  amendment  request:  August  8, 
1996 

Description  of  amendment  request: 

The  proposed  amendment  would  allow 
the  transition  from  Mode  4  to  Mode  3 
with  the  turbine-driven  auxilieiry 
feedwater  pump  inoperable  and  allow  a 
72-hour  period  after  the  entry  into  Mode 
.3  to  complete  all  necessary  operability 
testing. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  The  proposed  change  does  not  involve 
a  significant  increaserin  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

The  proposed  change  will  allow  entry  into 
Mode  3  with  an  inoperable  Turbine  Driven 
Auxiliary  Feedwater  pump.  Since  the 
operability  test  on  the  Turbine  Driven 
Auxiliary  Feedwater  pump  can  only  be 
performed  once  steam  pressure  is  greater 
than  or  equal  to  1000  psig,  this  change  will 
allow  the  plant  to  reach  the  Mode  where 
steam  pressure  greater  than  or  equal  to  1000 
psig  is  available  to  perform  the  operability 
testing  on  the  Turbine  Driven  Auxiliary 
Feedwater  pump.  The  allowance  of  72  hours 
to  complete  the  surveillance  testing  will 
make  the  surv'eillance  requirements 
consistent  with  the  allowed  outage  time 
already  established  in  the  Action  Statements 
The  proposed  change  does  not  affect  the 
probability  of  an  accident.  The  Turbine 
Driven  Auxiliary  Feedwater  pump  is  not 
assumed  to  be  an  initiator  of  any  analyzed 
event.  The  consequences  of  an  accident 
previously  evaluated  remain  unchanged  by 
allowing  the  pump  to  be  inoperable  until 
suitable  conditions  exist  to  perform  the 
operability  testing.  The  operability  testing 
will  continue  to  demonstrate  that  the  Turbine 
Driven  Auxiliary  Feedwater  pump  will 
perform  as  required  prior  to  entry  into  Mode 
2.  This  change  will  not  alter  assumptions 
relative  to  the  mitigation  of  an  accident  or 
transient  event.  Therefore,  this  change  will 
not  involve  a  significant  increase  in  the 
probability  or  consequences  of  an  accident 
previously  evaluated. 

2.  The  proposed  change  does  not  create  the 
possibility  of  a  new  or  difierent  kind  of 
accident  from  any  previously  evaluated. 

This  change  will  not  physically  alter  the 
plant  (no  new  or  different  type  of  equipment 
will  be  installed).  The  changes  in  methods 
governing  normal  plant  operation  are 
consistent  with  current  safety  analysis 
assumptions.  The  proposed  change  will 
allow  entry  into  Mode  3  with  the  Turbine 
Driven  Auxiliary  Feedwater  pump  inoperable 
in  order  to  perform  the  pvunp  Opdtability 
Test  on  the  turbine  driven  AFW  [Auxiliary 


Feedwater]  pump  once  steam  pressure  is 
greater  than  or  equal  to  1000  psig.  Therefore, 
this  change  does  not  create  the  possibility  of 
a  new  or  different  kind  of  accident  from  any 
accident  previously  evaluated. 

3.  The  proposed  change  does  not  involve 
a  significant  reduction  in  a  margin  of  safety. 

The  proposed  change  will  allow  entry  into 
Mode  3  with  the  Turbine  Driven  AFW  pump 
inoperable  in  order  to  perform  the  pump 
Operability  Test  on  the  turbine  driven  AFW 
pump  once  steam  pressure  is  greater  than  or 
equal  to  1000  psig.  This  will  allow  time  for 
the  plant  to  obtain  suitable  test  conditions 
with  steam  pressure  greater  than  or  equal  to 
1000  psig.  The  margin  of  safety  is  not 
affected  by  this  change.  The  operability 
testing  will  continue  to  maintain  assurance 
that  the  AFW  Pumps  will  perform  as 
required  prior  to  entry  into  Mode  2.  The 
safety  analysis  assumptions  will  still  be 
maintained,  thus,  no  question  of  safety  exists. 
Therefore,  this  change  does  not  involve  a 
significant  reduction  in  a  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  standards  of 
10  CFR  50.92(c)  are  satisfied.  Therefore, 
the  NRC  staff  proposes  to  determine  that 
the  request  for  amendments  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Wharton  County  Junior 
College,  J.  M.  Hodges  Learning  Center, 
911  Boling  Highway,  Wharton,  TX 
77488 

Attorney  for  licensee:  Jack  R. 

Newman,  Esq.,  Morgan,  Lewis  & 

Bockius,  1800  M  Street,  N.W., 
Washington,  DC  20036-5869 

NRC  Project  Director:  WilUam  D. 
Beckner 

North  Atlantic  Energy  Service 
Corporation,  Docket  No.  50-443, 
Seabrook  Station,  Unit  No.  1, 
Rockingham  County,  New  Hampshire 

Date  of  amendment  request:  June  4, 
1996 

Description  of  amendment  request: 
The  proposed  amendment  would 
modify  the  Seabrook  Station,  Unit  No.  1 
Technical  Specifications  to  implement 
Option  B  to  10  CFR  Part  50,  Appendix 
J  by  referring  to  Regulatory  Guide  1.163, 
“Performance-Based  Containment  Leak- 
Test  Program.  The  following  Technical 
Specifications  would  be  affected  by  the 
proposed  amendment: 

1.  Definitions:  Definition  1.7, 
Containment  Integrity  (Item  d.)  would 
be  revised  to  reflect  that  leakage  rates 
would  be  in  accordance  with  the 
Containment  Leakage  Rate  Testing 
Program. 

2.  Limiting  Conditions  for  Operation 
and  Surveillance  Requirements: 

a.  Containment  Integrity:  Surveillance 
Requirement  4.6.1. l.c  would  be  deleted 
because  the  specific  guidance  would  be 
contained  in  the  Containment  Leakage 
Rate  Testing  Program. 


b.  Containment  Leakage:  Limiting 
Condition  for  Operation  3.6.1. 2.a 
through  3.'6.1.2.c  and  Siirveillance 
Requirements  4.6.1. 2.a  through  4.6.1.2.h 
would  be  revised  to  replace  specific 
guidance  with  a  reference  to  the 
Containment  Leakage  Rate  Testing 
Program. 

c.  Containment  Leakage:  The  Action 
for  Limiting  Condition  for  Operation 
3.6.1.2  would  be  revised  to  include  the 
equivalent  Action  as  required  for 
Limiting  Condition  for  Operation  3.6.1. 1 
when  the  overall  integrated  containment 
leak  rate  exceeds  1.0  L.. 

d.  Containment  Air  Locks:  Limiting 
Conditions  for  Operation  3.6.1. 3.a  and 

3.6.1. 3. b  would  be  deleted  and 
Surveillance  Requirements  4.6.1. 3. a  and 

4.6.1. 3. b  would  be  revised  to  replace 
specific  guidance  with  a  reference  to  the 
Containment  Leakage  Rate  Testing 
Program.  The  footnote  addressing  the 
exemption  to  Appendix  J  regarding 
testing  the  air  locks  prior  to  estabUshing 
containment  integrity  would  be 
maintained  in  the  Containment  Leakage 
Rate  Testing  Program. 

e.  Containment  Vessel  Structural 
Integrity:  Surveillance  Requirement 
4.6. 1.6  would  be  revised  to  replace 
specific  guidance  with  a  reference  to  the 
Containment  Leakage  Rate  Testing 
Program. 

f.  Containment  Ventilation  System: 
Limiting  Condition  for  Operation 
3.6.1. 7,  Action  b.  would  be  revised  to 
replace  specific  guidance  with  a 
reference  to  the  Containment  Leakage 
Rate  Testing  Program.  Surveillance 
Requirement  4.6.1. 7.1  would  be  revised 
to  replace  specific  guidance  with  a 
reference  to  the  Containment  Leakage 
Rate  Testing  Program. 

g.  Containment  Enclosure  Building: 
Limiting  Condition  for  Operation  3.6.5.3 
and  Svirveillance  Requirement  4.6.5. 3 
would  be  revised  to  include  a  reference 
to  the  requirements  in  the  Containment 
Leakage  Rate  Testing  Program. 

3.  Bases:  Sections  3/4.6.1.2, 
Containment  Leakage;  3/4.6.1.7, 
Containment  Ventilation  System;  and  3/ 

4.6.5. 3.  Containment  Enclosure  Building 
Structural  Integrity,  would  be  revised  to 
reflect  the  above  changes  including  a 
reference  to  the  Containment  Leakage 
Rate  Testing  Program.  In  addition,  a 
statement  would  be  added  to  Section  3/ 
4.6.1. 2  to  clarify  the  operability  of 
containment  regarding  allowable 
leakage  rates. 

4.  Administrative  Controls:  Section 
6.15  would  be  added  to  establish  a 
Containment  Leakage  Rate  Testing 
Program,  as  specified  in  Regulatory 
Guide  1.163,  dated  Septem^r  1995, 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a),  the 
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licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration.  The  NRC  staff  has 
reviewed  the  licensee’s  analysis  against 
the  standards  of  10  CFR  50.92(c).  The 
NRC  staff’s  review  is  presented  below. 

A.  The  changes  do  not  involve  a  significant 
increase  in  the  probability  or  consequences 
of  an  accident  previously  evaluated  (10  CFR 
50.92(c)(1))  berause  the  proposed  changes 
merely  revise  the  testing  criteria  for 
containment  penetrations.  The  revised 
criteria  will  be  based  on  the  guidance  in 
Regulatory  Guide  1.163,  “Performance-Based 
Containment  Leak-Test  Program.’’ 

This  ^idance  allows  for  the  use  of  relaxed 
testing  frequencies  for  containment 
penetrations  that  have  performed 
satisfactorily  on  a  historical  basis. 

To  support  consideration  of  Option  B  to 
Appendix  J,  the  NRC  staff  reviewed  the 
potential  impact  of  performance-based 
testing  frequencies  for  contaimnent 
penetrations.  The  NRC  staff  review  is 
documented  in  NUREG-1493  “Performance- 
Based  Containment  Leak-Test  Program.”  One 
of  the  staff’s  conclusions  was  that  reducing 
the  frequency  of  Type  A  tests  (Integrated 
Leak  Rate  Tests)  from  three  per  10  years  to 
one  per  10  years  leads  to  a  marginal  increase 
in  risk.  For  Type  B  and  C  testing  (Local  Leak 
Rate  Tests),  the  change  in  testing  frequency 
will  not  have  significant  impact  since,  imder 
existing  requirements,  leakage  contributes 
less  than  0.1  p>ercent  of  the  overall  accident 
risk.  The  use  of  a  performance-based  testing 
program  will  continue  to  provide  assurance 
that  the  accident  analysis  assumptions 
remain  bounding. 

B.  The  changes  do  not  create  the  possibility 
of  a  new  or  different  kind  of  accident  from 
any  accident  previously  evaluated  (10  CFR 
50.92(c)(2))  because  they  do  not  affect  the 
matmer  by  which  the  focility  is  operated  or 
involve  changes  to  structures,  systems,  or 
components  that  affect  the  operational 
characteristics  of  the  focility.  The  changes 
merely  revise  the  testing  criteria  for  the 
containment  penetrations,  and  establish  a 
Containment  Leakage  Rate  Testing  Program 
to  ensure  that  the  performance  history  of 
each  penetration  is  satisfactory  prior  to 
changing  any  test  frequency.  Since  there  is 
no  change  to  the  facility  or  the  way  in  which 
the  facility  is  operated,  there  is  no  possibility 
of  creating  a  new  or  different  kind  of  accident 
than  previously  analyzed. 

C  The  changes  do  not  involve  a  significant 
reduction  in  a  margin  of  safety  (10  CFR 
50.92(c)(3)).  During  the  development  of  ;10 
CFR  Part  50,  Appendix  ),  Option  B,  the  NRC 
staff  determined  the  reduction  in  safety 
associated  with  the  implementation  of  the 
performance-based  testing  program.  The  staff 
concluded  that  reducing  Uie  fr^uency  of 
Type  A  tests  (Integrated  Leak  Rate  Tests) 
from  three  per  10  years  to  one  per  10  years 
would  have  an  imperceptible  impact  upon 
risk.  For  Type  B  and  C  testing  (Local  Leak 
Rate  Tests),  the  change  in  testing  frequency 
will  not  have  significant  impact  since  this 
leakage  contributes  less  than  0.1  percent  of 
the  overall  risk  based  on  the  existing 
regulations.  The  use  of  Option  B  will  have 
minimal  impact  on  the  radiological  release 
rates  since  most  penetration  leakage  is  well 
below  the  specified  limits.  The  staff  noted 


that  the  accident  risk  is  relatively  insensitive 
to  containment  leakage  rate  because  accident 
risk  is  dominated  by  accident  sequences  that 
result  in  fiulure  of  or  bypass  of  the 
containment.  The  use  of  a  performance-based 
testing  program  will  continue  to  provide 
assurance  that  the  accident  analysis 
assumptions  remain  bounding. 

Based  on  this  review,  it  appeeirs  that 
the  three  standards  of  10  CFR  50.92(c) 
are  satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Exeter  Public  Library, 

Fotmders  Park,  Exeter,  NH  03833 

Attorney  for  licensee:  Lillian  M. 

Cuoco,  Esqtiire,  Northeast  UtiUties 
Service  Company,  Post  Office  Box  270, 
Hartford  CT  06141-0270 

NRC  Project  Director:  Phillip  F. 

McKee 

Omaha  Public  Power  District,  Docket 
No.  50*285,  Fort  Calhoun  Station,  Unit 
No.  1,  Washington  County,  Nebraska 

Date  of  amendment  request:  May  17, 
1996 

Description  of  amendment  request: 
The  proposed  amendment  would  revise 
the  technical  specifications  (TS)  to 
relocate  the  operability  requirements  for 
shock  suppressors  (snubbers)  from  the 
TS  to  the  Updated  Safety  Analysis 
Report  (USAR)  and  incorporate  snubber 
examination  and  testing  requirements 
into  TS  3.3. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
hcensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
considelration,  which  is  presented 
below; 

1.  The  proposed  change  does  not  involve 
a  significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

The  proposed  change  will  relocate 
Operability  requirements  for  shock 
suppressors  (snubbers)  from  the  Technical 
Specifications  (TS)  to  the  Updated  Safety 
Analysis  Report  (USAR)  and/or  plant 
procedures.  On  July  16, 1993,  the  NRC  issued 
a  Final  Policy  Statement  on  Technical 
Specification  Improvements  for  Nuclear 
Power  Reactors.  The  Final  Policy  Statement 
contains  four  criteria  which  can  be  used  to 
determine  which  constraints  on  the  design 
and  operation  of  nuclear  power  plants  are 
appropriate  for  inclusion  in  TS.  The  NRC  has 
incorporated  these  criteria  into  10  CFR  50.36, 
“Technical  specifications.”  Snubbers  do  not 
meet  any  of  the  four  criteria  for  inclusion  as 
a  Limiting  Condition  for  Operations  within 
the  TS,  and  therefore  it  is  proposed  that  these 
requirements  be  relocated  from  the  TS.  The 
proposed  change  would  not  reduce  or  revise 
any  of  the  current  requirements  for  snubber 
operability,  only  relocate  the  requirements. 
Any  changes  to  the  requirements  contained 
in  die  USAR  and/or  plant  procedures  can  be 
made  without  NRC  approval  only  when  the 


changes  meet  the  criteria  of  10  CFR  50.59. 
Changes  to  the  snubber  operability 
requirements  that  do  not  meet  the  criteria  of 
10  CFR  50.59  must  be  approved  by  the  NRC 
by  license  amendment.  Therefore,  the 
relocation  of  the  requirements  on  snubber 
operability  from  the  TS  to  the  USAR  does  not 
increase  the  probability  or  consequences  of 
any  accident  previously  analyzed. 

The  proposed  change  also  deletes  sections 
of  the  TS  which  are  redimdant  or  in  conflict 
with  the  American  Society  of  Mechanical 
Engineers  (ASME)  Boiler  and  Pressvure  Vessel 
Code.  Snubbers  are  required  to  be  examined 
and  tested  in  accordance  with  ASME  Section 
XI  by  10  CFR  50.55a.  The  proposed  change 
will  ensure  that  the  TS  implement  ASME 
Section  XI  examination  and  testing 
requirements  for  snubbers  in  accoirfance 
with  10  CFR  50.55a.  Where  differences 
between  the  deleted  sections  of  the  TS  and 
ASME  Section  XI  requirements  exist,  the 
Section  XI  requirements  are  similar  or  more 
conservative  than  the  TS.  For  example, 
although  the  functional  test  sample  size 
differs  between  the  methodologies,  both 
ensure  that  a  very  high  percentage  of  the 
snubbers  in  the  plant  are  operable  within 
acceptance  limits.  Therefore,  the  proposed 
revision  does  not  reduce  the  effectiveness  of 
snubber  examination  and  testing. 

The  proposed  change  would  not  reduce  the 
operability  requirements,  acceptance  criteria, 
or  examination  and  testing  of  snubbers. 
Therefore,  the  proposed  change  would  not 
increase  the  probability  or  consequences  of 
an  accident  previously  evaluated. 

2.  The  proposed  change  does  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  firom  any  accident  previously 
evaluated. 

There  will  be  no  physical  alterations  to  the 
plant  configuration,  changes  to  setpoint 
values,  or  (manges  to  the  implementation  of 
setpoints  or  limits  as  a  result  of  this  proposed 
change. 

The  proposed  change  deletes  duplicate  or 
conflicting  requirements  between  the  TS  and 
the  ASME  Section  XI.  In  these  areas,  the 
proposed  deletions  would  remove  the  TS 
requirements  and  testing  would  be 
conducted  in  accordance  with  ASME  Section 
XI  as  directed  by  10  CFR  50.55a.  Although 
the  requirements  of  ASME  Section  XI  differ 
from  the  TS  in  some  cases,  the  differences  do 
not  decrease  the  effectiveness  of  testing  and 
examination  as  compared  to  the  TS 
requirements.  Other  areas,  such  as  snubber 
operability  requirements  and  service  life 
monitoring,  which  are  presently  addressed 
by  TS,  but  are  not  covered  under  ASME 
Section  XI,  will  be  maintained  in  the  USAR 
so  that  these  requirements  cannot  be  deleted 
without  NRC  approval. 

Therefore,  the  proposed  change  does  not 
create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  previously 
evaluated. 

3.  The  proposed  cdiange  does  not  involve 
a  significant  reduction  in  a  margin  of  safety. 

The  proposed  change  does  not  reduce  the 
operability,  examination,  or  testing 
requirements  for  snubbers.  Snubbers  will  still 
be  required  to  meet  the  requirements  of 
ASME  Section  XI  and  10  CFR  50.55a  except 
where  specific  written  relief  has  been  granted 
by  the  NRC.  Therefore,  the  proposed  change 
does  not  involve  a  significant  reduction  in  a 
margin  of  safety. 
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The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  W.  Dale  Clark  Library,  215 
South  15th  Street,  Omaha,  Nebraska 
68102 

Attorney  for  licensee:  Perry  D. 
Robinson,  Winston  &  Strawn,  1400  L 
Street,  N.W.,  Washington,  DC  20005- 
3502 

NRC  Project  Director:  William  H. 
Bateman 

Omaha  Public  Power  District,  Docket 
No.  50-285,  Fort  Calhoun  Station,  Unit 
No.  1,  Washington  County,  Nebraska 

Date  of  amendment  request:  May  20, 
1996 

Description  of  amendment  request: 
The  proposed  amendment  would  revise 
the  technical  specifications  (TS)  to 
clarify  surveillance  test  requirements  of 
TS  3.1,  Tables  3-1,  3-2,  3-3,  3-3A,  and 
3-5. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  30.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  The  proposed  change  does  not  involve 
a  significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

The  changes  to  the  Table  of  Contents  are 
administrative  in  nature  to  reflect  the 
removal  of  incore  instrumentation 
(Specification  2.10.3)  from  the  TS  by 
Amendment  167  and  for  consistency. 
Amendment  169  inadvertently  reinserted 
incore  instrumentation  back  into  the  Table  of 
Contents. 

The  change  to  Specification  2.1.7(l]b  is 
necessary  b^use  the  requirement  to  test  the 
signal  to  alarm  meter  relay  located  in 
Specification  3.1,  Table  3-3,  Item  6  is  being 
deleted.  The  test,  which  verifies  the  high  and 
low  pressurizer  level  alarm  settings  and  the 
pressurizer  heater  cutout  function  is 
unnecessary.  Operating  experience  has 
shown  that  a  shiftly  pressurizer  level 
verification  as  proposed  for  Specification  3.1, 
Table  3-3,  Item  6.a  is  sufficient  to  detect  any 
level  deviation  and  verify  that  operation  is 
within  safety  analyses  assumptions.  The 
level  alarms  serve  as  early  warning  devices 
but  do  not  provide  an  accident  mitigation 
function.  Replacing  the  monthly  test  with  a 
channel  check  is  in  accordance  with  NUREG- 
1432,  Combustion  Engineering  (CE), 

Standard  Technical  Specifications  (STS), 
Surveillance  Requirement  (SR)  3.3.11.1  (post 
accident  monitoring  instrumentation).  The 
monthly  channel  check  supplements  the 
shiftly  level  verification. 

The  Basis  of  Specification  3.1  is  revised  to 
clarify  expectations  regarding  a  channel 


check  of  channels  that  are  normally  ofi  scale 
when  the  surveillance  is  required.  In  this 
situation,  the  channel  check  only  verifies  that 
they  are  off  scale' in  the  same  direction.  Off 
scale  low  current  loop  channels  are  verified 
to  be  reading  at  tlie  bottom  of  the  range  and 
not  failed  downscale.  These  statements  are 
taken  from  the  Rases  of  CE  STS  SR  3.3.4.1 
Engineered  Safety  Features  Actuation  System 
(ESFAS)  Instrumentation  (Analog). 

In  addition,  the  Basis  of  Specification  3.1 
is  revised  to  clarify  that  power  operated  relief 
valve  (PORV)  actuation  is  not  required 
during  the  channel  functional  test  of  the 
PORV  low  temperature  setpoint  (Table  3-3, 
Item  18.a).  PORV  actuation  is  not  required 
because  it  could  depressurize  the  reactor 
coolant  system.  This  clarification  is  modeled 
after  a  similar  statement  from  the  Bases  of  SR 
3.4.12.6  (Low  Temperature  Overpressure 
Protection  (LTOP)  System)  of  the  CE  STS. 

Changing  Specification  3.1,  Tables  3-1,  3- 
2,  3-3,  and  3-3A  by  using  defined  terms  to 
enable  the  Surveillance  Method  to  match  the 
Surveillance  Function  is  an  administrative 
change  designed  to  simplify  the  tables. 
Removal  of  the  extraneous  text  does  not  alter 
the  surveillance  because  the  defined  terms 
are  equivalent  in  meaning  to  the  deleted  text. 

The  reordering  of  several  items  in  the 
tables  into  a  Check-Test-Calibrate  sequence 
adds  consistency  to  the  tables.  Text  revisions 
in  the  Channel  Description  or  Surveillance 
Function  columns  of  Tables  3-1  and  3-2  add 
clarity  and/or  consistency.  Footnote  No.  1  in 
Table  3-1  concerning  the  bistable  trip  tester 
was  deleted  because  it  is  unnecessary. 

The  Surveillance  Function  of  Table  3-1, 
Item  l.c  (Power  Range  Safety  Channels)  is 
being  changed  to  “Test”  from  “Calibrate  and 
Test.”  It  is  not  necessary  for  Item  l.c  to 
require  both  because  Item  l.b  already 
requires  the  power  range  safety  channel 
adjustment  (calibration)  to  be  performed 
daily.  As  stated  in  the  Basis  of  Specificafion 
3.1,  “The  minimum  calibration  frequencies 
of  once-per-day  for  the  power  range  safety 
channels,  ...are  considered  adequate.”  To  « 
further  clarify  the  issue,  the  Basis  of 
Specification  3.1  is  being  revised  to  note  that 
the  daily  calibration  is  a  heat  balance 
adjustment  only. 

Changing  Table  3-1,  Item  4  (Thermal 
Margin/Low  Pressure  (TM/LP))  to  use  the 
defined  term  CHANNEL  CAUBRATION  will 
allow  OPPD  to  relax  the  current  TM/LP 
calibration  requirements  with  a  negligible 
impact  on  safety.  Calibration  of  the 
temperature  input  and  pressure  input  will 
still  require  calibration  to  known  standards 
(i.e.,  resistance  and  pressure),  but  will  allow 
the  calibrations  to  be  done  separately  instead 
of  coincidently.  The  channel  functional  test 
that  follows  the  channel  calibration  verifies 
proper  function  of  the  TM/LP  circuitry. 

Removing  the  word  “Instruments”  from 
the  Channel  Description  of  Table  3-2,  Item  14 
makes  the  Channel  Description  consistent 
with  the  Surveillance  Method.  Table  3-2, 

Item  14  is  not  intended  to  verify  safety 
injection  tank  (SIT)  instrumentation 
operability  but  rather  that  the  parameters 
level  and  pressure  are  within  limits.  Generic 
Letter  (GL)  93-05,  Item  7.4,  states  that  the 
operability  of  SIT  instrumentation  is  not 
directly  related  to  the  capability  of  a  SIT  to 
perform  its  safety  function.  GL  93-05 
concludes  that  the  surveillance  should  only 


confirm  that  the  parameters  defining  SIT 
operability  are  within  their  specified  limits. 

Items  22  &  24  are  being  added  to  Table  3- 
2  to  clearly  state  the  requirement  for  testing 
manual  actuation  of  the  Engineered  Safety 
Features  (ESF)  channels  for  Off-site  Power 
Low  Signal  (OPLS)  and  Auxiliary  Feedwater. 
Although  testing  manual  actuation  of  these 
channels  is  done  via  the  existing 
Specifications,  the  requirement  to  do  so  is 
not  clearly  stated.  Reordering  Table  3-2,  Item 
23  into  a  Check-Test-Calibrate  Surveillance 
Frequency  sequence  adds  clarity  and 
consistency. 

The  addition  of  Footnote  No.  7  to  Table  3- 
2  clarifies  that  the  refueling  frequency  ESF 
channel  functional  test  pertains  to  the 
backup  channels  such  as  derived  circuits  and 
equipment  that  cannot  be  tested  when  the 
plant  is  at  power.  Operating  certain  relays 
during  power  operation  could  cause  plant 
transients  or  equipment  damage. 

The  revisions  to  Table  3-3,  Item  6,  clarify 
that  pressurizer  level  is  the  parameter  to  be 
verified  and  not  the  pressurizer  level 
instruments.  The  revision  to  Item  6.a  is 
consistent  with  CE  STS  SR  3.4. 9.1 
(pressurizer  water  level).  Reordering  Item  6 
into  a  Check-Test-Calibrate  Surveillance 
Function  sequence  makes  Item  6  consistent 
with  the  ordering  of  the  other  items  in  Table 
3-3.  The  requirement  to  test  the  signal  to 
alarm  meter  relay  currently  located  in 
Specification  3.1,  Table  3-3,  Item  6.c  is 
unnecessary.  Operating  experience  has 
shown  that  a  shiftly  pressurizer  level 
verification  as  proposed  for  Specification  3.1, 
Table  3-3,  Item  6.a  is  sufficient  to  detect  any 
level  deviation  and  verify  that  operation  is 
within  safety  analyses  assumptions.  Thus, 
the  monthly  “Test”  requirement  will  be 
replaced  with  a  “Check”  to  supplement  the 
less  formal  but  more  frequent  shiftly  level 
verification  of  Item  6.a. 

Table  3-3,  Items  21  (PORV  Op>eration  & 
Acoustic  Position  Indication  Channel)  and  23 
(Safety  Valve  Acoustic  Position  Indication 
Channel)  should  be  revised  to  a  channel 
functional  test  from  a  channel/circuit  check. 
An  oscillator  and  installed  impactors  are 
used  to  generate  noise  signals  and  therefore, 
this  surveillance  is  more  accurately  described 
as  a  channel  functional  test  rather  than  a 
channel  check. 

Table  3-3,  Items  21  and  22  (PORV  Block 
Valve  Operation  &  Position  Indication) 
should  have  the  requirement  to  verify 
operation  on  the  emergency  p>ower  supply 
deleted.  Permanent  Class  lE  power  supplies 
the  PORV  and  PORV  Block  Valve.  Therefore, 
verification  of  PORV  or  PORV  Block  Valve 
operability  while  powered  from  the 
emei^ency  power  supply  system  provides  no 
additional  benefit.  (Operability  of  the 
emergency  power  supply  system  is  tested  in 
accordance  with  Specification  3.7.)  The 
proposed  revision  is  in  accordance  with  the  . 
exception  for  plants  with  a  permanent  Class 
lE  power  supply  to  these  valves  as  stated  in 
CE  STS,  SR  3.4.11.4. 

Deletion  of  the  requirement  of  TS  3.2, 

Table  3-5,  Item  15,  to  test  spent  fuel  pool 
surveillance  coupons  for  a  change  in 
hardness  corrects  an  oversight  in  the 
Application  for  Amendment  dated  December 
7, 1992. 

As  stated  in  the  Safety  Evaluation  Report 
enclosed  with  Amendment  155,  “Each 


44362 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Notices 


coupon,  upon  its  removal  from  the  moimting 
jacket,  Avill  be  analyzed  according  to  the 
following  tests: 

visual  observation  and  photography 

neutron  attenuation 

dimensional  measurements  (length,  width, 
and  thickness) 

weight  and  specific  gravity.” 

The  tests  listed  above  are  sufficient  to 
detect  degradation  of  the  Boral —  material 
and  do  not  require  that  the  surveillance 
coupons  be  tested  for  hardness. 

Based  on  the  above  discussion,  the 
proposed  changes  clarify  and  standardize 
existing  surveillance  requirements,  remove 
redundant  requirements,  correct  minor 
oversights  from  previous  amendment 
requests  or  are  in  accordance  with  CE  STS. 
Thus,  none  of  the  requested  changes  involve 
a  significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

2.  The  proposed  change  does  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated. 

The  proposed  revisions  will  not  result  in 
any  physical  alterations  to  the  plant 
configuration,  changes  to  setpoint  values,  or 
changes  to  the  application  of  setpoints  or 
limits.  Therefore,  the  proposed  changes  do 
not  create  the  possibility  of  a  new  or  different 
kind  of  accident  from  any  accident 
previously  evaluated. 

3.  The  proposed  change  does  not  involve 
a  significant  reduction  in  a  margin  of  safety. 

The  proposed  changes  clarify  existing 
surveillance  requirements,  remove  redundant 
requirements,  correct  minor  oversights  from 
previous  amendment  requests  or  are  in 
accordance  with  CE  STS.  Thus,  none  of  the 
requested  changes  involves  a  significant 
reduction  in  a  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  W.  Dale  Clark  Library,  215 
South  15th  Street,  Omaha,  Nebraska 
68102 

Attorney  for  licensee:  Perry  D. 
Robinson,  Winston  &  Strawn,  1400  L 
Street,  N.W.,  Washington,  DC  20005- 
3502 

NRC  Project  Director:  William  H. 
Bateman 

Pennsylvania  Power  and  Light 
Company,  Docket  No.  50-388 
Susquehanna  Steam  Electric  Station, 
Unit  2,  Luzerne  County,  Pennsylvania 

Date  of  amendment  request:  May  20, 
1996,  as  supplemented  by  letter  dated 
July  25, 1996 

Description  of  amendment  request: 
This  amendment  request  would  modify' 
the  Technical  Specifications  for  the  unit 
by:  changing  the  Minimum  Critical 
Power  Ratio  safety  limit  values,  adding 


a  reference  to  reflect  the  use  of  the  ANF- 
B  Critical  Power  Coirelation,  and 
modifyring  the  associated  Bases. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significemt  hazards 
consideration,  which  is  presented 
below: 

1.  The  proposed  change  does  not  involve 
a  significant  increase  in  the  probability  or 
consequences  of  an  accident  previously 
evaluated. 

The  change  to  the  ANFB  correlation  and 
corresponding  MCPR  Safety  Limits  does  not 
physically  change  the  plant  systems, 
structures,  or  components.  Thus,  the 
probability  of  an  event  evaluated  in  the  SAR 
is  not  increased.  The  acceptance  criterion  for 
the  MCPR  Safety  Limit  (i.e.,  99.9%  of  the  fuel 
rods  expected  to  avoid  boiling  transition)  is 
not  changed.  Only  the  methodology  used  to 
demonstrate  compliance  is  changed. 

Therefore,  the  consequences  of  anticipated 
operational  occurrences  (which  must  show 
the  Safety  Limit  is  not  violated)  are  not 
changed.  Results  of  incorporating  this  change 
will  not  significantly  increase  the  probability 
or  consequences  of  an  accident  previously 
evaluated. 

2.  The  proposed  change  does  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated. 

As  stated  above,  this  methodology  change 
does  not  impact  the  acceptance  criteria  for 
the  MCPR  Safety  Limits  and  does  not 
physically  change  the  plant  systems, 
structures,  or  components.  Since  no  changes 
to  the  physical  plant  are  being  made,  this 
change  does  not  create  the  possibility  of  a 
new  or  different  kind  of  accident  from  any 
accident  previously  evaluated. 

3.  The  proposed  change  does  not  involve 
a  significant  reduction  in  a  margin  of  safety. 

>  A  cycle  specific  MCPR  Safety  Limit 
analysis  was  performed  by  Src  [Siemens 
Power  Corporation).  This  analysis  used  NRC 
approved  methods  described  id  the  SPC 
report:  ANF-524(P)(A),  Revision  2  and 
Supplement  1,  Revision  2.  The  MCPR  Safety 
Limit  value  is  calculated  such  that  at  least 
99.9%  of  the  fuel  rods  are  expected  to  avoid 
boiling  transition  during  normal  operation  or 
anticipated  operation  occurrences.  Both  the 
existing  analysis  using  XN-3  and  the  new 
analysis  using  ANFB  utilize  NRC  approved 
methods  to  accomplish  this  same  objective. 
Therefore,  the  change  to  an  ANFB  based 
Safety  Limit  does  not  involve  a  significant 
reduction  in  a  margin  of  safety. 

The  NRC  staff  nas  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  Osterhout  Free  Library, 
Reference  Department,  71  South 
Franklin  Street,  Wilkes-Barre,  PA  18701 

Attorney  for  licensee:  Jay  Silberg, 
Esquire,  Shaw,  Pittman,  Potts  and 


Trowbridge,  2300  N  Street  NW., 
Washington,  EXD  20037 

NRC  Project  Director:  John  F.  Stolz 

TU  Electric  Company,  Docket  Nos.  50-445 
and  50-446,  Comanche  Peak  Steam  Electric 
Station  (CPSES),  Units  1  and  2,  Somervell 
Coimty,  Texas 

Date  of  amendment  request:  July  31, 
1996 

Brief  description  of  amendments: 
Based  on  analyses  of  the  core 
configuration  and  expected  operation 
for  CPSES  Unit  1,  Cycle  6,  the  proposed 
amendments  would  revise  core  safety 
limit  curves  and  Overtemperattu'e  N-16 
reactor  trip  setpoints.  In  addition,  the 
TU  Electric  Small  Break  LOCA  Topical 
Report  on  the  Core  Operating  Limits 
Report  Technical  Specification  is 
incorporated.  The  topical  report  change 
is  ^plicabie  to  both  Units. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

l.a.  Revision  to  the  Unit  1  Cfore  Safety 
Limits 

Analyses  of  reactor  core  safety  limits  are 
required  as  part  of  reload  calculations  for 
each  cycle.  TU  Electric  has  performed  the 
analyses  of  the  Unit  1,  Cycle  6  core 
configuration  to  determine  the  reactor  core 
safety  limits.  The  methodologies  and  safety 
analysis  values  result  in  new  operating 
curves  which,  in  general,  permit  plant 
operation  over  a  similar  range  of  acceptable 
conditions.  This  change  means  that  if  a 
transient  were  to  occur  with  the  plant 
operating  at  the  limits  of  the  new  ciuve,  a 
different  temperature  and  power  level  might 
be  attained  than  if  the  plant  were  operating 
within  the  boimds  of  the  old  curves. 

However,  since  the  new  curves  were 
developed  using  NRC  approved 
methodologies  which  are  wholly  consistent 
with  and  do  not  represent  a  change  in  the 
Technical  Specification  BASES  for  safety 
limits,  all  applicable  postulated  transients 
will  continue  to  be  properly  mitigated.  As  a 
result,  there  will  be  no  significant  increase  in 
the  consequences,  as  determined  by  accident 
analyses,  of  any  accident  previously 
evaluated. 

l.b.  Revision  to  Unit  1  Overtemperature  N- 
16  Reactor  Trip  Setpoints,  Parameters  and 
Coefficients 

As  a  result  of  changes  discussed,  the 
Overtemperature  N-16  reactor  trip  setpoint 
has  been  recalculated.  These  trip  setpoints 
help  ensure  that  the  core  safety  limits  are 
maintained  and  that  all  applicable  limits  of 
the  safety  analysis  are  met. 

Based  on  the  calculations  performed,  the 
safety  anedysis  value  for  Overtemperature  N- 
16  reactor  trip  setpoint  has  changed.  This 
essentially  means  if  a  transient  were  to  occur, 
the  actual  temperature  and  power  level 
achievable  prior  to  initiating  a  reactor  trip 
could  be  slightly  higher.  However,  the 
analyses  performed  show  that,  using  the  TU 
.  Electric  methodologies,  all  applicable  limits 
of  the  safety  analysis  are  met.  This  setpoint 


44363 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Notices 


provides  a  trip  function  which  allows  the 
mitigation  of  postulated  accidents  and  has  no 
impact  on  accident  initiation.  Therefore,  the 
changes  in  safety  analysis  values  do  not 
involve  an  increase  in  the  probahility  of  an 
accident  and,  based  on  satisfying  all 
applicable  safety  analysis  limits,  there  is  no 
significant  increase  in  the  consequences  of 
any  accident  previously  evaluated. 

addition,  sufficient  operating  margin  has 
been  maintained  in  the  overtemperature 
setpoint  such  that  the  risk  of  turoine 
runbacks  or  reactor  trips  due  to  upper 
plenum  flow  anomalies  or  other  operational 
transients  will  be  minimized,  thus  reducing 
potential  challenges  to  the  plant  safety 
systems. 

1. c.  Incorpioration  of  TU  Electric  Small 
Break  LOCA  Topical  Report,  RXE-95-0001-P. 

TU  Electric  has  submitted  the  topical 
report  “Small  Break  Loss  of  Coolant  Accident 
Analysis  Methodology,”  RXE-95-001-P  and 
plans  to  use  the  report  to  support  Unit  1 
Cycle  6.  In  order  to  accomplish  this  activity, 
it  is  necessary  to  include  the  topical  report 
in  the  list  of  NRC-approved  methodologies  in 
Technical  Specification  6.9.1.6b.  Use  of  this 
topical  report  is  contingent  upon  NRC 
approval;  therefore,  inclusion  of  this  report 
in  Section  6  of  the  Technical  Specifications 
is  administrative  in  nature  and  does  not 
change  the  probability  or  consequences  of  an 
accident. 

2.  The  proposed  changes  involve  the  use  of 
revised  safety  analysis  values  and  the 
calculation  of  new  reactor  core  safety  limits 
and  reactor  trip  setpoints.  As  such,  ^e 
changes  play  kn  important  role  in  the 
analysis  of  postulated  accidents  but  none  of 
the  changes  effect  plant  hardware  or  the 
operation  of  plant  systems  in  a  way  that 
could  initiate  an  accident.  Therefore,  the 
proposed  changes  do  not  create  the 
possibility  of  a  new  or  different  kind  of 
accident  from  any  accident  previously 
evaluated. 

3.  In  reviewing  and  approving  the  methods 
used  for  safety  analyses  and  calculations,  the 
NRC  has  approved  the  safety  analysis  limits 
which  establish  the  margin  of  safety  to  be 
maintained.  While  the  actual  impact  on 
safety  is  discussed  in  response  to  question  1, 
the  impact  on  margin  of  safety  is  discussed 
below: 

3.a. 

Revision  to  the  Unit  1  Reactor  Core 
Safety  Limits 

The  TU  Electric  reload  analysis  methods 
have  been  used  to  determine  new  reactor 
core  safety  limits.  All  applicable  safety 
analysis  limits  have  been  met.  The  methods 
used  are  wholly  consistent  with  Technical 
Specification  BASES  2.1  which  is  the  bases 
for  the  safety  limits.  In  particular,  the  curves 
assme  that  for  Unit  1,  C^cle  6.  the  calculated 
DNBR  is  no  less  than  the  safety  analysis  limit 
and  the  average  enthalpy  at  the  vessel  exit  is 
less  than  the  enthalpy  of  satiurated  liquid. 

The  acceptance  criteria  remains  valid  and 
continues  to  be  satisfied;  therefore,  no  change 
in  a  margin  of  safety  occurs. 

3.b.  Revision  to  Unit  1  Overtemperature  N- 
16  Reactor  Trip  Setpoints,  Parameters  and 
Coefficients 

Because  the  reactor  core  safety  limits  for 
CPSES  Unit  1,  Cycle  6  are  recalculated,  the 
Reactor  Trip  System  instrumentation  setpoint 
values  for  the  Overtemperature  N-16  reactor 


trip  setpoint  which  protect  the  reactor  core 
safety  limits  must  also  be  recalculated.  The 
Overtemperature  N-16  reactor  trip  setpoint 
helps  prevent  the  core  and  Reactor  Coolant 
System  from  exceeding  their  safety  limits 
during  normal  operation  and  design  basis 
anticipated  operational  occurrences.  The 
most  relevant  design  basis  analysis  in 
Chapter  15  of  the  ^SES  Final  Safety 
Analysis  Report  (FSAR)  which  is  affected  by 
the  change  in  the  safety  analysis  value  for  the 
CPSES  Unit  1  Overtemperatiue  N-16  reactor 
trip  setpoint  is  the  Uncontrolled  Rod  Cluster 
Control  Assembly  Bank  Withdrawal  at  Power 
(FSAR  Section  15.4.2).  This  event  has  been 
re-analyzed  with  the  revised  safety  analysis 
value  for  the  Overtemperature  N-16  reactor 
trip  setpoint  to  demonstrate  compliance  with 
event  specific  acceptance  criteria.  Because  all 
event  acceptance  criteria  are  satisfied,  there 
is  no  degradation  in  a  margin  of  safety. 

The  nominal  Reactor  Trip  System 
instrumentation  setpoints  values  for  the 
Overtemperatiue  N-16  reactor  trip  setpoint 
(Technical  Specification  Table  2.2-1)  are 
determined  based  on  a  statistical 
combination  of  all  of  the  uncertainties  in  the 
channels  to  arrive  at  a  total  uncertainty.  The 
total  uncertainty  plus  additional  margin  is 
applied  in  a  conservative  direction  to  the 
safety  analysis  trip  setpoint  value  to  arrive  at 
the  nominal  and  allowable  values  presented 
in  Technical  Specification  Table  2.2-1. 
Meeting  the  requirements  of  Technical 
Specification  Table  2.2-1  assures  that  the 
Overtemperature  N-16  reactor  trip  setpoint 
assumed  in  the  safety  analyses  remains  valid. 
The  CPSES  Unit  1,  Cycle  6  Overtemperature 
N-16  reactor  trip  setpoint  is  different  from 
previous  cycles  which  provides  more 
operation^  flexibility  to  withstand  mild 
transients  without  initiating  automatic 
protective  actions.  Althou^  the  setpoint  is 
different,  the  Reactor  Trip  System 
instrumentation  setpoint  values  for  the 
Overtemperature  N-16  reactor  trip  setpoint 
are  consistent  with  the  safety  andysis 
assumption  which  has  been  analytically 
demonstrated  to  be  adequate  to  meet  the 
applicable  event  acceptance  criteria.  Thus, 
there  is  no  reduction  in  a  margin  of  safety. 

3.C.  Revise  6.9.1.6b  to  include  Topical 
Report  RXE-95-001-P,  “Small  Break  Loss  of 
Coolant  Accident  Methodology” 

TU  Electric  has  submitted  the  topical 
report  “Small  Break  Loss  of  Coolant  Accident 
Analysis  Methodology,”  RXE-95-001-P  and 
plans  to  use  the  report  to  support  Unit  1 
Cycle  6.  In  order  to  accomplish  this  activity, 
it  is  necessary  to  include  the  topical  report 
in  the  list  of  NRC-approved  methodologies  in 
Technical  Specification  6.9.1.6b.  Use  of  this 
topical  report  is  contingent  upon  NRC 
approval;  therefore,  inclusion  of  this  report 
in  Section  6  of  the  Technical  Specifications 
is  administrative  in  nature  and  does  not 
reduce  the  margin  of  safety. 

Using  the  NRC  approved  TU  Electric 
method,  the  reactor  core  safety  limits  are 
determined  such  that  all  applicable  limits  of 
the  safety  analyses  are  met.  Because  the 
applicable  event  acceptance  criteria  continue 
to  be  met,  there  is  no  significant  reduction  in 
the  margin  of  safety. 

The  NRC  staff  nas  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standards  of  10  CFR  50.92(c)  are 


satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

Local  Public  Document  Room 
location:  University  of  Texas  at 
Arlington  Library,  Government 
Publications/Maps,  702  College,  P.O. 

Box  19497,  Arlington,  TX  76019 

Attorney  for  licensee:  George  L.  Edgar, 
Esq.,  Morgan,  Lewis  and  BocUus,  1800 
M  Street,  N.W.,  Washington.  DC  20036 

NRC  Project  Director:  William  D. 
Beckner 

TU  Electric  Company,  Docket  Nos.  50- 
445  and  50-446,  Comanche  Peak  Steam 
Electric  Station  (CPSES),  Units  1  and  2, 
Somervell  County,  Texas 

Date  of  amendment  request:  July  31, 
1996 

Brief  description  of  amendments:  The 
proposed  amendments  would  revise  the 
Technical  Specifications  by  (1)  changing 
the  battery  charger  ratings;  (2)  by 
clarifying  the  meaning  of  the  term 
“associated  inverter”;  and  by  (3) 
deleting  the  protection  channel  and  the 
vital  bus  ratings  for  the  instrument 
busses  identified  for  Mode  1  through  4. 
Those  changes  are  associated  with  a 
plant  modification  in  which  the 
inverters  and  battery  chargers  are  being 
replaced  and  an  installed  spare  inverter 
is  being  added  for  each  safety  train. 
These  Ganges  are  equally  appUcable  to 
CPSES  Units  1  and  2. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 
As  required  by  10  CFR  50.91(a),  the 
licensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

1.  DO  THE  PROPOSED  CHANGES 
INVOLVE  A  SIGNIFICANT  INCREASE  IN 
THE  PROBABILITY  OR  CONSEQUENCES 
OF  AN  ACCIDENT  PREVIOUSLY 
EVALUATED? 

CHANGE  TO  IDENTIFY  BATTERY 
CHARGER  RATINGS 

The  first  proposed  change  replaces  the  test 
amperes  with  the  design  value  for  the 
replacement  battery  charger  and  allows  a 
voltage  range  (greater  than  or  equal  to  130 
volts)  instead  of  a  single  value.  The  intent  of 
the  surveillance  requirement  or  the 
surveillance  frequency  is  not  changed.  The 
replacement  inverters  and  battery  chargers 
will  continue  to  provide  the  capacity  needed 
to  perform  the  required  safety  fonctions.  The 
revised  surveillance  will  continue  to  assure 
that  the  battery  chargers  are  capable  of 
performing  as  designed.  Therefore  this 
change  does  not  impact  the  probability  or  the 
consequences  of  an  accident  previously 

ovalimtckH 

CLARIFICATION  TO  DEFINE 
ASSOCIATED  INVERTER 

The  second  proposed  change  adds  a  foot 
note  to  clarify  the  term  “associated  inverter” 
by  describing  it  as,  ”...  the  dedicated  inverter 
or  installed  spare  inverter.”  Also  the  Bases 
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for  this  specification  is  revised  to  reflect  the 
basis  for  this  change.  This  change  allows  use 
of  an  installed  spare  inverter  (for  each  train] 
having  the  capability  to  energize  the 
Instrument  Bus  for  the  protection  chaimel  or 
the  vital  bus.  Procedural  controls  and 
interlocks  ensure  that  the  spare  is  available 
to  feed  only  one  of  the  protection  channel  or 
vital  bus  Instrument  Bus  at  a  time,  in  the 
event  the  dedicated  inverter  is  not  available. 
Procedural  controls  and  interlocks  also 
ensure  that  the  installed  spare  inverter  is  fed 
from  the  same  power  source  as  that  of  the 
dedicated  inverter  not  in  s«vice  and  whose 
loads  are  being  fed  by  the  spare  inverter.  This 
proposed  design  only  allows  the  spare 
inverter  for  a  ^ety  train  to  be  manually 
aligned  to  replace  only  one  of  the  four 
inverters  in  mat  train  at  a  time. 

The  installation  of  a  spare  inverter  for  each 
train  and  the  associated  design  configmation 
increases  the  availability  of  energized 
Instrument  Bus  for  the  protection  channel 
and  vital  bus.  These  changes  do  not  involve 
an  increase  in  the  probability  or 
consequences  of  an  accident  previously 
ovfllii&todt 

DELETION  OF  THE  PROTECTION 
CHANNEL  AND  VITAL  BUS  RATINGS  FOR 
INSTRUMENT  BUS 

The  third  proposed  change  deletes 
specifying  of  the  protection  channel  and  vital 
bus  KVA  ratings  for  the  Instrument  Bus.  The 
ratings  of  inverter  that  feeds  these  instrument 
buses  are  being  described  in  other  Licensing 
Bases  Documents  or  Design  Basis  Documents. 
There  is  no  change  proposed  to  the  intent  of 
the  action  statements. 

This  is  considered  an  administrative 
change  and  does  not  impact  the  probability 
or  consequences  of  an  accident  previously 
evaluated. 

2.  DO  THE  PROPOSED  CHANGES 
CREATE  THE  POSSIBILITY  OF  A  NEW  OR 
DIFFERENT  KIND  OF  ACQDENT  FROM 
ANY  ACCIDENT  PREVIOUSLY 
EVALUATED? 

CHANGE  TO  IDENTIFY  BATTERY 
CHARGER  RATINGS  . 

Replacing  the  inverters  and  battery 
chargers  and  changing  the  parameters  of  the 
battery  charger  surveillance  test  to  match  the 
replacement  chargers  does  not  alter  the 
functional  modes  of  this  portion  of  the  design 
and  does  not  result  in  any  new  foilur^modes. 
As  such,  it  does  not  create  the  possibility  of 
a  new  or  different  accident  fixtm  any 
previously  evaluated. 

.CLARinCATION  TO  DEFINE 
ASSOCIATED  INVERTER 

The  second  proposed  change  allows  use  of 
an  installed  spare  inverter  for  each  train  to 
energize  the  one  of  the  Instrument  Bus  for  the 
protection  chaimel  and  vital  bus  at  a  time  for 
the  respective  safety  train  while  its  dedicated 
inverter  is  not  available.  The  spare  inverter 
is  such  that  it  has  the  capabili^  to  support 
the  maximum  load  for  the  protection  channel 
or  vital  bus.  Manually  aligning  the  installed 
inverter  to  replace  on(e]  of  the  dedicated 
inverters  is  essentially  equivalent  to  a  repair 
activity  which  replaces  a  faulted  inverter 
with  a  new  inverter.  In  addition,  procedural 
controls  and  interlocks  are  provided  to 
ensure  the  proper  alignment  of  the  installed 
spare  when  it  is  used.  The  proposed  changes 
do  not  create  the  possibility  of  a  new  or 
different  accident  from  any  previously 
evaluated. 


DELETION  OF  THE  PROTECTION 
CHANNEL  AND  VITAL  BUS  RATINGS  FOR 
INSTRUMENT  BUS 

The  third  proposed  change  as  discussed 
earlier  does  not  change  intent  of  the 
Technical  Specifications  action  statements. 
This  is  an  administrative  change  which  does 
not  introduce  new  failure  modes  and  has  no 
new  or  different  accidents  from  any 
previously  evaluated  are  created. 

3.  DO  THE  PROPOSED  CHANGES 
INVOLVE  A  SIGNIFICANT  REDUCTION  IN 
MARGIN  OF  SAFETY? 

The  relevant  Technical  Specification 
sections  proposed  for  changes:  (1)  ensure  that 
the  battery  charger  is  capable  of  charging  the 
battery  by  performing  the  surveillance  at  18 
month  fr^uency;  (Z^establish  operability 
requirements  of  the  instrument  Bus  for  the 
protection  channel  and  vital  bus  in  MODES 
1  through  6;  and  (3)  identify  the  actions 
required  for  not  meeting  item  2. 

Th^  proposed  changes  do  not  alter  the 
intent  of  the  above  requirements;  however 
replacement  of  the  currently  installed 
inverters  with  inverters  which  are  expiected 
to  be  more  reliable  and  available  and  the 
addition  of  a  spare  inverter  per  safety  train 
to  energize  Instrument  Bus  for  protection 
channel  and  vital  bus  does  increase  the 
reliability  of  the  instrument  busses  for  the 
train.  Allowing  credit  for  this  spare  inverter 
in  meeting  the  operability  requirements  of 
Instrument  Bus  for  the  protection  channel 
and  vital  bus,  minimize  potential  plant 
shutdowns  due  to  non-eneigized  instrument 
from  its  dedicated  inverter.  These  changes  do 
not  involve  a  significant  reduction  in  margin 
of  safety. 

The  NRC  Staff  has  reviewed  the 
licensee’s  analysis  and,  based  on  this 
review,  it  appears  that  the  three 
standaMs  of  10  CFR  50.92(c)  are 
satisfied.  Therefore,  the  NRC  staff 
proposes  to  determine  that  the 
amendment  request  involves  no 
significant  hazards  consideration. 

LocaJ  Public  Document  Room 
location:  University  of  Texas  at 
Arlington  Library,  Government 
Publications/Maps,  702  College,  P.O. 
Box  19497,  Arlington,  TX  76019 

Attorney  for  licensee:  George  L.  Edgar, 
Esq.,  Morgan,  Lewis  and  Bocldus,  1800 
M  Street,  N,W.,  Washington,  DC  20036 

NRC  Project  Director:  William  D. 
Beckner 

Vermont  Yankee  Nuclear  Power 
Corporation,  Docket  No.  50-271, 
Vermont  Yankee  Nuclear  Power 
Station,  Vernon,  Vermont 

Date  of  amendment  request:  August  9, 
1996  . 

Description  of  amendment  request: 
The  proposed  amendment  would  revise 
the  Safety  Limits  for  Minimum  Critical 
Power  Ratio  (MCPR)  based  upon  a 
Vermont  Yankee  plant  and  cycle 
specific  analysis,  performed  by  General 
Electric.  The  revised  MCPR  Safety 
Limits  are  needed  to  accommodate 
Vermont  Yankee’s  core  design  for 
upcoming  refueling  cycle  number  19. 


Specifically,  the  MCPR  Safety  Limits  of 
1.07  and  1.08  in  the  Vermont  Yankee 
Technical  Specifications  (TS)  section 
1.1.A  are  proposed  to  be  increased  to 
1.10  and  1.12  for  two  loop  and  single 
locm  operation,  respectively. 

Basis  for  proposed  no  significant 
hazards  consideration  determination: 

As  reqvured  by  10  CFR  50.91(a),  the 
Ucensee  has  provided  its  analysis  of  the 
issue  of  no  significant  hazards 
consideration,  which  is  presented 
below: 

(1)  The  Safety  Limit  Minimum  Critical 
Power  Ratio  (MCPR)  is  defined  to  ensure  that 
during  normal  operation  and  Anticipated 
Operational  Transients  (AOTs),  at  least 
99.9%  of  the  fuel  rods  in  the  core  do  not 
experience  transition  boiling.  Core  MCPR 
operating  limits  are  developed  to  ensure 
these  Safety  Limits  are  maintained  in  the 
event  of  the  worst  case  transient.  Since  the 
Safety  Limit  MCPR  will  be  maintained  at  all 
times,  operation  under  the  proposed  changes 
will  ensure  at  least  99:9%  of  the  fuel  rods  in 
the  core  do  not  experience  transition  boiling 
and  no  significant  radiological  release  will 
result  Therefore,  this  Safety  Limit  MCPR 
change  does  not  affect  the  probability  or 
consequences  of  a  previously  evaluated 
accident. 

(2)  The  proposed  changes  do  not  involve 
any  new  modes  of  operation  or  any  plant 
modifications.  Establishment  and  monitoring 
of  the  operating  limits  will  continue  as  per 
established  procedure.  The  proposed  changes 
to  these  limits  do  not  result  in  the  creation 
of  any  new  precursors  to  an  accident. 
Therefore,  the  proposed  change  does  not 
create  the  possibility  of  a  new  or  a  different 
kind  of  accident  frtsm  any  previously 
analyzed. 

(3)  The  Safety  Limit  MCPR  values  were 
evaluated  by  General  Electric  based  upon  a 
cycle  specific  Vermont  Yankee  analysis, 
using  NRC  approved  methods.  The  resulting 
limits  are  more  conservative  than  the 
previous  generic  limits  and  will  continue  to 
assure  that  at  least  99.9%  of  the  fuel  rods  in 
the  core  do  not  experience  transition  boiling 
during  analyzed  transients.  This  acceptance 
criteria  ensures  the  safety  design  limit  of  “no 
damage  to  a  nuclear  system  process  barrier 
shall  result  brom  forces  associated  with 
AOTs.”  Therefore,  the  implementation  of  the 
proposed  change  does  not  involve  a 
significant  reduction  in  [a]  margin  of  safety. 

The  NRC  staff  has  reviewed  the 
licensee’s  analysis.  'The  staff  notes  that, 
although  the  proposed  change  does  not 
involve  a  plant  modification,  the  reason 
for  the  proposed  higher  safety  limit 
MCPRs  is  the  cycle-specific  core  design 
and  the  local  power  ^stribution  in  the 
sUghtly  higher  enriched  fresh  GE-9B 
fuel  bundles.  This  new  fuel  will  be 
loaded  during  the  September/October 
1996  refueling  outage.  In  conjimction 
with  the  proposed  safety  limit  MCPRs 
and  the  core  operating  limits 
determined  in  accordance  with  Vermont 
Yemkee  TS  6.7.A.4,  the  new  fuel  load 
vtdll  not  involve  a  significant  increase  in 
the  probability  or  consequences  of  an 
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accident  previously  evaluated  nor  a 
significant  reduction  in  a  margin  of 
safety.  In  addition,  the  new  fuel  load 
does  not  create  the  possibility  of  a  new 
or  different  kind  of  accident  from  any 
accident  previously  evaluated.  Based  on 
this  review,  it  appears  that  the  three 
standards  of  50.92(c]  are  satisfied. 
Therefore,  the  NRC  staff  proposes  to 
determine  that  the  amendment  request 
involves  no  significant  hazards 
consideration. 

Local  Public  Document  Room 
location:  Brooks  Memorial  Library,  224 
Main  Street,  Brattleboro,  VT  05301 

Attorney  for  licensee:  R.  K.  Gad,  ID, 
Ropes  and  Gray,  One  International 
Place,  Boston,  MA  02110-2624 

NRC  Project  Director:  Jocelyn  A. 
Mitchell,  Acting  Director 

Notice  Of  Issuance  Of  Amendments  To 
Facility  Operating  Licenses 

During  the  period  since  publication  of 
the  Icist  biweekly  notice,  the 
Commission  has  issued  the  following 
amendments.  The  Commission  has 
determined  for  each  of  these 
amendments  that  the  application 
complies  with  the  standards  and 
requirements  of  the  Atomic  Energy  Act 
of  1954,  as  amended  (the  Act),  and  the 
Commission’s  rules  and  regulations. 

The  Commission  has  made  appropriate 
findings  as  required  by  the  Act  and  the 
Commission’s  rules  and  regulations  in 
10  CFR  Chapter  I,  which  are  set  forth  in 
the  license  amendment. 

Notice  of  Consideration  of  Issuance  of 
Amendment  to  Facility  Operating 
License,  Proposed  No  Significant 
Hazards  Consideration  Determination, 
and  Opportunity  for  A  Hearing  in 
connection  with  these  actions  was 
published  in  the  Federal  Register  as 
indicated. 

Unless  otherwise  indicated,  the 
Conunission  has  determined  that  these 
amendments  satisfy  the  criteria  for 
categorical  exclusion  in  accordance 
with  10  CFR  51.22.  Therefore,  pursuant 
to  10  CFR  51.22(b),  no  environmental 
impact  statement  or  environmental 
assessment  need  be  prepared  for  these 
amendments.  If  the  Commission  has 
prepared  an  environmental  assessment 
under  the  special  circumstances 
provision  in  10  CFR  51.12(b)  and  has 
made  a  determination  based  on  that 
assessment,  it  is  so  indicated. 

For  further  details  with  respect  to  the 
action  see  (1)  the  applications  for 
amendment,  (2)  the  amendment,  and  (3) 
the  Commission’s  related  letter.  Safety 
Evaluation  and/or  Environmental 
Assessment  as  indicated.  All  of  these 
items  are  available  for  public  inspection 
at  the  Commission’s  Public  Document 
Room,  the  Gelman  Building,  2120  L 
Street,  NW.,  Washington,  and  at  the 


local  pubUc  document  rooms  for  the 
particular  facilities  involved. 

Boston  Edison  Company,  Docket  No. 
50-293,  Pilgrim  Nuclear  Power  Station, 
Plymouth  County,  Massachusetts 

Date  of  application  for  amendment: 
May  1. 1996 

Brief  description  of  amendment:  The 
proposed  amendment  will  modify  the 
definition  of  “Core  Alteration,’’  and  the 
limiting  condition  for  operation. 
Surveillance  conditions  and  Bases 
section  associated  with  Technical 
Specification  3.7.C,  “Secondary 
Contaimnent.” 

Date  of  issuance:  August  12, 1996 
Effective  date:  August  12, 1996 
Amendment  No.:  166 
Facility  Operating  License  No.  DPR- 
35:  Amendment  revised  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register:  Jvme  5, 1996  (61  FR  28606) 

The  Commission’s  related  evaluation  of 
the  amendment  is  contained  in  a  Safety 
Evaluation  dated  August  12, 1996.  No 
significant  hazards  consideration 
comments  received:  No 
Local  Public  Document  Room 
/ocah'on;  Plymouth  Public  Library,  11 
North  Street,  Plymouth,  Massachusetts 
02360. 

Carolina  Power  &  Light  Company, 
Docket  No.  50-261,  H.  B.  Robinson 
Steam  Electric  Plant,  Unit  No.  2, 
Daiiington  Coimty,  South  Carolina 

Date  of  application  for  amendment: 
July  17, 1995,  as  supplemented  May  2, 
1996,  and  July  1, 1996. 

Brief  description  of  amendment:  The 
change  revises  technical  specification 
(TS)  section  3.8  to  specify  that  the  spent 
fuel  building  refueling  filter  fan  and  at 
least  one  containment  purge  fan  shall  he 
shown  to  operate  within  plus  or  minus 
10  percent  of  the  design  fiow. 

Date  of  issuance:  August  6, 1996 
Effective  date:  August  6, 1996 
Amendment  No.  172 
Facility  Operating  License  No.  DPR- 
23.  Amendment  revises  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Registen  September  13, 1995  (60  FR 
47615).  The  May  2.  and  July  1, 1996, 
letters  provided  clarifying  information 
that  did  not  afiect  the  proposed  no 
significant  hazards  consideration.  The 
Commission’s  related  evaluation  of  the 
amendment  is  contained  in  a  Safety 
Evaluation  dated  August  6, 1996.  No 
significant  hazards  consideration 
comments  received:  No 
'  Local  Public  Document  Room 
location:  Hartsville  Memorial  Library, 
147  West  College  Avenue,  Hartsville, 
South  Carolina  29550 


Carolina  Power  &  Light  Company, 
Docket  No.  50-261,  H.  B.  Robinson 
Steam  Electric  Plant,  Unit  No.  2, 
Darlington  County,  ^uth  Carolina 

Date  of  application  for  amendment: 
Jime  6, 1996 

Brief  description  of  amendment:  The 
amendment  revises  technical 
specifications  (TS)  Section  4.2.3  to 
allow  the  licensee  to  defer  the  ultrasonic 
inspection  of  the  reactor  coolant  piunp 
flywheel  for  one  operating  cycle. 

Date  of  issuance:  August  9. 1996 
Effective  date:  Augiist  9, 1996 
Amendment  No.  173 
Facility  Operating  License  No.  DPR- 
23.  Amendment  revises  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Registen  July  3, 1996  (61  FR  34888)  The 
Commission’s  related  evaluation  of  the 
amendment  is  contained  in  a  Safety 
Evaluation  dated  August  9.  1996.  No 
significant  hazards  consideration 
comments  received:  No 
Local  Public  Document  Room 
location:  Hartsville  Memorial  Library, 
147  West  College  Avenue,  Hartsville, 
South  Carolina  29550 

Carolina  Power  &  Light  Company,  et 
al..  Docket  No.  50-400,  Shearon  Harris 
Nuclear  Power  Plant,  Unit  1,  Wake  and 
Chatham  Counties,  North  Carolina 

Date  of  application  for  amendment: 

31, 1996 

Brief  description  of  amendment:  The 
amendment  revises  Technical 
Specifications  (TS)  Table  3.3-7,  Seismic 
Monitoring  Instrumentation,  and  TS 
Table  4.3-4,  Seismic  Monitoring 
Instrumentation  Surveillance 
Requirements,  to  correct  the  location 
described  for  one  of  the  three  Triaxial 
Peak  Accelerograph  recorders. 

Date  of  issuance:  August  7, 1996 
Effective  date:  August  7, 1996 
Amendment  No.  66 
Facility  Operating  License  No.  NPF- 
63.  Amendment  revises  the  Technical 
Specifications 

Date  of  initial  notice  in  Federal 
Registen  |uly  3, 1996  (61  FR  34888)  The 
Commission’s  related  evaluation  of  the 
amendment  is  contained  in  a  Safety 
Evaduation  dated  August  7, 1996.  No 
significant  hazards  consideration 
comments  received:  No 
Local  Public  Document  Room 
location:  Cameron  Village  Regional 
Library,  1930  Clark  Avenue,  Sleigh, 
North  Carolina  27605. 

Commonwealth  Edison  Company, 
Docket  Nos.  50-373  and  50-374,  LaSalle 
County  Station,  Units  1  and  2,  LaSalle 
County,  Illinois 

Date  of  application  for  amendments: 
April  16, 1996 

Brief  description  of  amendments:  The 
amendments  revise  the  Technical 
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Specifications  (TSs)  to  eliminate 
selected  response  time  testing 
requirements  based  on  analyses 
performed  by  the  Boiling  Water  Reactor 
Owners’  Group  as  documented  in 
NEDO-32291.  The  affected  TS  sections 
are  3/4.3. 1,  “Reactor  Prot6ction  System 
Instrumentation;’’  3/4.3.2,  “Isolation 
Actuation  Instrumentation;’’  and  3/ 
4.3.3,  “Emergency  Core  Cooling  System 
Actuation  Instrumentation.’’ 

Date  o/ issuance:  August  14, 1996 
Effective  date:  Inunediately,  to  be 
implemented  within  60  days. 
Amendment  Nos.:  114  and  99 
Facility  Operating  License  Nos.  NPF- 
11  and  I'ff’F-lS:  The  amendments 
revised  the  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Register.  May  22, 1996  (61  FR  25702) 
The  Commission’s  related  evaluation  of 
the  amendments  is  contained  in  a  Safety 
Evaluation  dated  August  14, 1996.  No 
significant  hazards  consideration 
comments  received;  No 
Local  Public  Document  Room 
location:  Jacobs  Memorial  Library, 
Illinois  Valley  Community  College, 
Oglesby,  Illinois  61348. 

Detroit  Edison  Company,  Docket  No. 
50-341,  Fenni-2,  Monroe  County, 
Michigan 

Date  of  application  for  amendment: 
December  21, 1995 
Brief  description  of  amendment:  The 
amendment  revises  tihie  Technical 
Specifications  (TS)  to  implement  10 
CFR  Part  50,  Appendix  J  -  Option  B,  by 
referring  to  Regiilatory  Guide  1.163, 
“Performance-Based  Containment  Leak- 
Test  Program.’’  Specifically,  changes 
have  been  made  to  TS  Section  3/4.6.1.2, 
“Primary  Containment  Leakage,’’  TS  3/ 
4.6. 1.3,  “Primary  Containment  Air 
Locks,”  TS  3/4.6.1.5,  “Primary 
Contsiinment  Structural  Integrity,”  TS 
6.0,  “Administrative  Controls,”  and 
their  associated  Bases. 

Date  of  issuance:  Augiist  8, 1996 
Effective  date:  August  8, 1996,  vrfth 
full  implementation  within  45  days. 
Amendment  No.:  108 
Facility  Operating  License  No.  NPF- 
43.  Amendment  revises  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Registen  February  28, 1996  (61  FR 
7551)  The  Commission’s  related 
evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
August  8, 1996.  No  significant  hazards 
consideration  comments  received:  No. 

Local  Public  Document  Room 
location:  Monroe  Coimty  Library 
System.  3700  South  Custer  Road, 
Monroe,  Michigan  48161 


Florida  Power  and  Light  Company, 
Docket  Nos.  50-250  and  50-251,  Turkey 
Point  Plant  Units  3  and  4,  Dade  County, 
Florida 

Date  of  application  for  amendments: 
April  19, 1996,  and  supplements  dated 
M^  10  and  May  28, 1996. 

Brief  description  of  amendments:  The 
amendment  changes  the  Technical 
Specifications  to  address  fiequency 
extension  on  a  periodic  basis,  deletes 
separate  notification  requirements  for  an 
inoperable  startup  transformer,  and 
allows  the  operating  residual  heat 
removal  loop  to  be  removed  fi*om 
operation,  under  certain  conditions, 
during  refiaeling. 

Date  of  Issuance:  August  6, 1996 
Effective  Date:  August  6, 1996 
Amendment  Nos.:  189  and 
183Facility  Operating  Licenses  Nos. 
DPR-31  and  DPR-41:  Amendments 
revised  the  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Registen  July  3, 1996  (61  FR  34892)  The 
Commission’s  related  evaluation  of  the 
amendments  is  contained  in  a  Safety 
Evaluation  dated  August  6, 1996.  No 
significant  hazards  consideration 
comments  received:  No. 

Local  Public  Document  Room 
location:  Florida  International 
University,  University  Park,  Miami, 
Florida  33199. 

Florida  Power  and  Light  Company, 
Docket  Nos.  50-250  and  50-251,  Turkey 
Point  Plant  Units  3  and  4,  Dade  County, 
Florida 

Date  of  application  for  amendments: 
July  26, 1995,  and  supplemented  March 
13,  May  3,  and  May  9, 1996. 

Brief  description  of  amendments: 
Change  TS  6.9.1.7,  Core  Operating 
Limits  Report,  resulting  from  a 
reanalysis  of  the  small  break  loss-of- 
coolaht  accident  for  the  Tiirkey  Point 
Units  using  the  NOTRUMP  code 
including  &e  COSI  safety  injection  (SI) 
condensation  model. 

Date  of  issuance:  August  13, 1996 
Effective  date:  August  13, 1996 
Amendment  Nos.  190  and  184Facility 
Operating  Licenses  Nos.  DPR-31  and 
DPR-41:  Amendments  revised  the 
Technical  Specifications. 

Date  ofiwtial  notice  in  Federal 
Register.  September  13, 1995  (60  FR 
47618).  The  supplements  dated  March 
13,  May  3,  and  May  9, 1996  provided 
clarifying  information  that  did  not 
change  the  initial  proposed  no 
significant  hazeuds  consideration 
determination.  Tlie  Commission’s 
related  evaluation  of  the  amendments  is 
contained  in  a  Safety  Evaluation  dated  , 
August  13, 1996.  No  significant  hazards 
consideration  comments  received:  No 
Local  Public  Document  Room 
location:  Florida  International 


University,  University  Park,  Miami, 
Florida  33199. 

Houston  Lighting  &  Power  Company, 

Qty  Public  Service  Board  of  San 
Antonio,  Central  Power  and  Light 
Company,  City  of  Austin,  Texas,  Docket 
Nos.  50-498  and  50-499,  South  'Texas 
Project,  Units  1  and  2,  Matagorda 
County,  Texas 

Date  of  amendment  request:  May  1, 
1996 

Brief  description  of  amendments:  The 
amendments  changed  the  technical 
specifications  to  implement  10  CFR  Part 
50,  Appendix  J,  Option  B,  by  referring 
to  Regulatory  Guide  1.163, 
“Performance-Based  Containment  Leak- 
Test  Program.”  Part  of  the  requested 
chemge,  that  regarding  the  fiiequency  of 
leakage  rate  testing  the  normal 
containment  purge  valves  and  the 
supplementary  containment  purge 
valves,  was  denied. 

Date  of  issuance:  August  13, 1996 
Effective  date:  August  13, 1996 
Amendment  Nos.:  84  and  71 
Facility  Operating  License  Nos.  NPF- 
76  and  NPF-80.  The  amendments 
revised  the  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Registen  June  5, 1996  (61  FR  28616) 

The  Commission’s  related  evaluation  of 
the  amendments  is  contained  in  a  Safety 
Evaluation  dated  August  13, 1996.  No 
significant  hazeuds  consideration 
comments  received:  No 
Local  Public  Document  Room 
location:  Wharton  County  Junior 
College,  J.  M.  Hodges  Learning  Center, 
911  Boling  Highway,  Wharton,  TX 
77488 

lES  Utilities  Inc.,  Docket  No.  50-331, 
Duane  Arnold  Energy,  Center,  Linn 
County,  Iowa 

Date  of  application  for  amendment: 
November  30, 1995 
Brief  description  of  amendment:  The 
amendment  implements  the  Option  I-D 
long-term  stability  solution  and  removes 
the  existing  SIL-380  Rev.  1-based 
specifications.  In  addition,  the 
amendment  requires  a  plant  scram  be 
initiated  should  the  plant  enter  natural 
circulation  conditions  and  prohibits 
restarting  a  recirculation  piunp  while  in 
natural  circulation.  Finally,  tlds 
amendment  deletes  Technical 
Specification  (TS)  actions  and 
surveillance  requirements  related  to 
core  plate  differential  pressure  noise 
while  in  single  recirculation  pump 
operation  (SLO). 

Date  of  issuance:  August  7, 1996 
Effective  date:  August  7, 1996 
Amendment  No.:  215 
Facility  Operating  License  No.  DPR- 
49:  Amendment  revised  the  Technical 
Specifications. 
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Date  of  initial  notice  in  Federal 
Register  March  13, 1996  (61  FR  10394) 
The  Commission’s  related  evaluation  of 
the  amendment  is  contained  in  a  Safety 
Evaluation  dated  August  7, 1996.  No 
significant  hazards  consideration 
comments  received:  No. 

Local  Public  Document  Room 
location:  Cedar  Rapids  Public  Library, 
500  First  Street,  S.  E.,  Cedar  Rapids, 
Iowa  52401 

BES  Utiliticis  Inc.,  Docket  No.  50-331, 
Duane  Arnold  Energy,  Center,  Linn 
County,  Iowa 

Date  of  application  for  amendment: 
November  15, 1995,  as  supplemented 
April  9, 1996 

Brief  description  of  amendment:  The 
amendment  revises  the  requirements  for 
the  End  of  Cycle  Recirculation  Pump 
Trip  logic  to  match  more  closely  the 
assumptions  applicable  to  the  turbine 
trip  events  for  which  it  was  installed. 
The  surveillance  requirements  are  also 
revised,  based  on  those  same 
assmnptions. 

Date  of  issuance:  August  8, 1996 
Effective  date:  August  8, 1996 
Amendment  No.:  216 
Facility  Operating  License  No.  DPR- 
49:  Amendment  revised  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Registen  January  22, 1996  (61  FR  1629) 
The  April  9, 1996,  submittal  was 
clarifying  in  nature  and  did  not  affect 
the  no  significant  hazards 
determination.  The  Commission’s 
related  evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
August  8, 1996.  No  significant  hazards 
consideration  comments  received:  No. 

Local  Public  Document  Room 
location:  Cedar  Rapids  Public  Library, 
500  First  Street,  S.  E.,  Cedar  Rapids, 
Iowa  52401 

lES  Utilities  Inc.,  Docket  No.  50-331, 
Duane  Arnold  Energy,  Center,  Linn 
County,  Iowa 

Date  of  application  for  amendment: 
Janu^  18, 1996 

Brief  description  of  amendment:  The 
amendment  revises  the  setpoint  at 
which  the  Reactor  Water  Cleanup 
'  (RWCU)  system  isolates,  based  on 
reactor  vessel  water  level.  In  particular, 
the  amendment  changes  the  Group  5 
isolation  from  isolating  on  “reactor 
water  level  low”  to  “reactor  water  level 
low-low.” 

Date  of  issuance:  August  8, 1996 
Effective  date:  August  8, 1996,  tmd 
shall  be  implemented  prior  to  startup 
from  RFO  14. 

Amendment  No.:  217 
Facility  Operating  License  No.  DPR- 
49:  Amendment  revised  the  Techniced 
Specifications. 


Date  of  initial  notice  in  Federal 
Register.  February  14, 1996  (61  FR 
5814)  The  Commission’s  related 
evaluation  of  the  amendment  is 
contained  in  a  Safety  Evaluation  dated 
August  8, 1996.  No  significant  hazards 
consideration  comments  received:  No. 

Local  Public  Document  Room 
location:  Cedar  Rapids  Public  Library, 

500  First  Street,  S.  E.,  Cedar  Rapids, 

Iowa  52401 

Indiana  Michigan  Power  Company, 
Docket  Nos.  50-315  and  50-316,  Donald 
C.  Cook  Nuclear  Plant,  Unit  Nos.  1  and 
2,  Berrien  County,  Michigan 

Date  of  application  for  amendments: 
Janu^  12, 1996  (AEP:NRC:1233) 

Brief  description  of  amendments:  The 
amendments  modify  the  Technical 
Specifications  to  delete  the  surveillance 
requirement  demonstrating  operability 
of  the  emergency  power  supply  for  the 
pressurizer  power  operated  relief  valves 
and  block  valves. 

Date  of  issuance:  August  15, 1996 
Effective  date:  August  15, 1996,  with 
full  implementation  within  45  days 
Amendment  Nos.:  211  and  196 
Facility  Operating  License  Nos.  DPR- 
58  and  DPR-74.  Amendments  revised 
the  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Registen  February  28, 1996  (61  FR 
7554)  The  Commission’s  related 
evaluation  of  the  amendments  is 
contained  in  a  Safety  Evaluation  dated 
August  15, 1996.  No  significant  hazards 
consideration  comments  received:  No. 

Local  Public  Document  Room 
location:  Maud  Preston  Palenske 
Memorial  Library,  500  Market  Street,  St. 
Joseph,  Michigan  49085 

Niagara  Mohawk  Power  Corporation, 
Docket  No.  50-410,  Nine  Mile  Point 
Nuclear  Station,  Unit  2,  Oswego 
County,  New  York 

Date  of  application  for  amendment: 
February  7, 1996,  as  supplemented  July 
26, 1996. 

Brief  description  of  amendment:  The 
amendment  revises  &e  operating 
license,  TSs  and  associated  Bases  to 
implement  Option  B  “Performance- 
Based  Requirements”  of  Appendix  J  to 
10  CFR  Part  50  for  Type  A,  B,  and  C 
leakage  rate  testing. 

Date  of  issuance:  August  13, 1996 
Effective  date:  As  of  the  date  of 
issuance  to  be  implemented  within  30 
days. 

Amendment  No.:  74 
Facility  Operating  License  No.  NPF- 
69:  Amendment  revises  the  Technical 
Specifications  and  operating  license. 

Date  of  initial  notice  in  F^eral 
Registen  May  8, 1996  (61  FR  20849)  The 
Commission’s  related  evaluation  of  the 
amendment  is  contained  in  a  Safety 


Evaluation  dated  August  13, 1996.  No 
significant  hazards  consideration 
comments  received:  No 
Local  Public  Document  Room 
location:  Reference  and  Documents 
Department,  Penfield  Library,  State 
University  of  New  York,  Oswego,  New 
York  13126. 

Northeast  Nuclear  Energy  Company,  et 
al..  Docket  No.  50-336,  Milbtone 
Nuclear  Power  Station,  Unit  No.  2,  New 
London  County,  Connecticut 

Date  of  application  for  amendment: 
July  3, 1996 

Brief  description  of  amendment:  The 
amendment  removes,  on  a  one-time 
basis  during  the  cycle  13  mid-cycle 
offload/reload  activities,  the  Technical 
Specification  (TS)  requirement  that  the 
boron  concentration  in  all  filled 
portions  of  the  reactor  coolant  system  be 
“uniform.”  The  requested  change  also 
adds  a  footnote  indicating  that  it  is 
acceptable  for  the  boron  concentration 
of  the  water  voliunes  in  the  steam 
generators  and  the  connecting  piping  to 
be  as  low  as  1300  parts  per  million.  The 
TS  Bases  are  also  updated  to  reflect  the 
one-time  TS  change. 

Date  o/ issuance:  August  12, 1996 
Effective  date:  As  of  tne  date  of 
issuance,  to  be  implemented  within  30 
days. 

Amendment  No.:  201 
Facility  Operating  License  No.  DPR- 
65.  Amendment  revised  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register.  July  11, 1996  (61  FR  36583) 

The  Commission’s  related  evaluation  of 
the  amendment  is  contained  in  a  Safety 
Evaluation  dated  August  12, 1996.  No 
significant  hazards  consideration 
comments  received:  No. 

Local  Public  Document  Room 
location:  Learning  Resources  Center, 
Three  Rivers  Commimity-Technical 
College,  574  New  London  Turnpike, 
Norwich,  CT  06360,  and  Waterford 
Library,  ATTN:  Vince  Juliano,  49  Rope 
Ferry  Road,  Waterford,  CT  06385 

Pennsylvania  Power  and  Light 
Company,  Docket  Nos.  50-387  and  50- 
388  Susquehanna  Steam  Electric 
Station,  Units  1  and  2,  Luzerne  County, 
Pennsylvania 

Date  of  application  for  amendments: 
February  29, 1996 
Brief  description  of  amendments: 
These  amendments  relocate 
Specification  3/4.9.6,  “Refueling 
Platform,”  to  the  Susquehanna  Steam 
Electric  Station  Technical  Requirements 
Manual,  a  document  which  is  controlled 
under  the  requirements  of  10  CFR  50.59. 
Date  of  issuance:  August  13, 1996 
Effective  date:  August  13, 1996 
Amendment  Nos.:  159  and  130 
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Facility  Operating  License  Nos.  NPF- 
14  and  NPF-22.  The  amendments 
revised  the  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Registen  April  10, 1996  (61  FR  15992) 
The  Commission’s  related  evaluation  of 
the  amendments  is  contained  in  a  Safety 
Evaluation  dated  August  13, 1996.  No 
significant  hazards  consideration 
comments  received:  No 
Local  Public  Document  Room 
location:  Osterhout  Free  Library, 
Reference  Department,  71  South 
Franklin  Street,  Wilkes-Barre, 
Pennsylvania  18701. 

Tennessee  Valley  Authority,  Docket 
Nos.  50-259,  50-260,  and  50-296, 

Browns  Ferry  Nuclear  Plant,  Units  1,  2, 
and  3,  Limestone  County,  Alabama 

Date  of  application  for  amendments: 
May  20, 1996  (TS  373) 

Brief  description  of  amendment:  The 
amendments  incorpore  the  guidance  of 
Generic  Letter  87-09  in  the  technical 
specifications,  allowing  a  24-hour  delay 
in  implementing  action  requirements 
due  to  a  missed  surveillance 
requirement. 

bate  of  issuance:  August  5, 1996 
Effective  Date:  August  5, 1996 
Amendment  Nos.:  230,  245  and  205 
Facility  Operating  License  Nos.  DPR- 
33,  DPR-52  and  DPR-68:  Amendments 
revised  the  Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Registen  June  19, 1996  (61  FR  31185) 

The  Commission’s  related  evaluation  of 
the  amendment  is  contained  in  a  Safety 
Evaluation  dated  August  5, 1996.  No  - 
significant  hazards  consideration 
comments  received;  None 
Local  Public  Document  Room 
location:  Athens  Public  library.  South 
Street,  Athens,  Alabama  35611 

Union  Electric  Company,  Docket  No. 
50-483,  Callaway  Plant,  Unit  1, 
Callaway  County,  Missouri 
Date  of  application  for  amendment: 

29, 1996 

Brief  description  of  amendment:  The 
amendment  authorizes  revision  of  the 
Final  Safety  Analysis  Report  (FSAR)  to 
incorporate  a  modification  to  the  facility 
that  will  reduce  the  single  failure  trip 
potential  for  the  main  feedwater  and 
bypass  valves. 

bate  of  issuance:  August  13, 1996 
Effective  date:  August  13, 1996 
Amendment  No.:  115 
Facility  Operating  License  No.  NPF- 
30:  The  amendment  revised  the  Final 
Safety  Analysis  Report. 

Date  of  initial  notice  in  Federal 
Registen  July  3, 1996  (61  FR  34900)  The 
Commission’s  related  evaluation  of  the 
amendment  is  contained  in  a  Safety 
Evaluation  dated  August  13, 1996.  No 
significant  hazards  consideration 
comments  received:  No. 


Local  Public  Document  Room 
location:  Callaway  County  Public 
Library,  710  Court  Street,  Fulton, 
Missouri  65251. 

Wisconsin  Public  Service  Corporation, 
Docket  No.  50-305,  Kewaunee  Nuclear 
Power  Plant,  Kewaunee  County, 
Wisconsin 

Date  of  application  for  amendment: 
Jime  4, 1996 

Brief  description  of  amendment:  The 
amendment  revises  the  Technical 
Specifications'by  reducing  the 
surveillance  test  fi«quencies  for  the 
radiation  monitoring  system  (Table  TS 

4.1- 1)  and  the  control  rods  (Table  TS 

4.1- 3)  in  accordance  vrith  the  guidance 
of  Generic  Letter  93-05,  “Line-Item 
Technical  Specifications  Improvements 
to  Reduce'  Surveillance  Requirements 
for  Testing  During  Power  Operation,” 
dated  September  27, 1993. 

Date  of  issuance:  August  7, 1996 

Effective  date:  August  7, 1996 

Amendment  No.:  125 

Facility  Operating  license  No.  DPR- 
43:  Amendment  revised  the  Technical 
Specifications. 

Date  of  initial  notice  in  Federal 
Register:  July  3, 1996  (61  FR  34901)  The 
Commission’s  related  evaluation  of  the 
amendment  is  contained  in  a  Safety 
Evaluation  dated  August  7, 1996.  No 
significant  hazards  consideration 
comments  received;  No. 

Local  Public  Document  Room 
location:  University  of  Wisconsin, 

Cofiin  Library,  2420  Nicolet  Drive, 

Green  Bay,  Wisconsin  54311-7001 

Wolf  Creek  Nuclear  Operating 
Corporation,  Docket  No.  50-482,  Wolf 
Creek  Generating  Station,  Coffey 
County,  Kansas 

Date  of  amendment  request:  July  29, 
1994,  as  superseded  by  letter  dated 
September  15, 1995,  and  subsequently 
supplemented  by  letters  dated  March  8, 
1996,  April  18, 1996,  June  14, 1996,  and 
July  12, 1996. 

Brief  description  of  amendment:  The 
amendment  revises  TS  3/4.8.1,  “Electric 
Power  Systems  -  A.C.  Sources,”  and  its 
associated  Bases  to  achieve  an  overall 
improvement  in  emergency  diesel 
generator  reliability  and  availability. 

Date  of  issuance:  August  9, 1996 

Effective  date:  August  9, 1996,  to  be 
implemented  within  90  days  of  the  date 
of  issuance. 

Amendment  No.:  101 

Facility  Operating  License  No.  NPF- 
42.  The  amendment  revised  the 
Technical  Specifications. 

Date  of  initial  notice  in  Federal 
Register.  May  22, 1996  (61  FR  25716) 
The  June  14, 1996,  and  July  12, 1996, 
supplemental  letters  provided  Bases 
page  changes  and  did  not  change  the 


initial  no  significant  hazards 
consideration  determination.  The 
Commission’s  related  evaluation  of  the 
amendment  is  contained  in  a  Safety 
Evaluation  dated  August  9, 1996.  No 
significant  hazards  consideration 
comments  received;  No. 

Local  Public  Document  Room 
locations:  Emporia  State  University, 
William  Allen  White  Library,  1200 
Commercial  Street,  Emporia,  Kansas 
66801  and  Washburn  University  School 
of  Law  Library,  Topeka,  Kansas  66621 

Dated  at  Rockville,  Maryland,  this  21st  day 
of  August  1996. 

For  the  Nuclear  Regulatory  Conunission 
Steven  A.  Varga, 

Director.  Division  of  Reactor  Projects  -  I/II 
Office  of  Nuclear  Reactor  Regulation 
(Doc.  96-21813  Filed  8-27-96;  8:45  am] 

BILUNQ  CODE  7S9(H)1-F 


SECURITIES  AND  EXCHANGE 
COMMISSION 

pnvestment  Company  Act  Release  No. 

22160;  811-3925] 

.Alliance  Growth  Fund,  Inc.;  Notice  of 
Application 

August  21, 1996. 

AGENCY:  Securities  and  Exchange 
Commission  (“SEC”). 

ACTION:  Notice  of  Application  for 
Deregistration  under  the  Investment 
Company  Act  of  1940  (the  “Act”). 

APPLICANT:  Alliance  Growth  Fund,  Inc. 
RELEVANT  ACT  SECTION:  Section  8(f). 
SUMMARY  OF  APPLICATION:  Applicant 
requests  an  order  declaring  that  it  has 
ceased  to  be  an  investment  company. 
FILING  OATES:  The  appUcation  was  filed 
on  July  26, 1996. 

HEARING  OR  NOTIFICATION  OF  HEARING:  An 
order  granting  the  application  will  be 
issued  tmless  the  SEC  orders  a  hearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  the  SEC’s 
Secretary  and  serving  applicant  with  a 
copy  of  the  request,  personally  or  by 
mail.  Hearing  requests  should  be 
received  by  Ae  SEC  by  5:30  p.m.  on 
September  16, 1996,  and  should  be 
accompanied  by  proof  of  service  on  the 
applicant,  in  the  form  of  an  affidavit  or, 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer’s  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  may  request  notification  of  a 
hearing  by  writing  to  the  SEC’s 
Secretary. 

ADDRESSES:  Secretary,  SEC,  450  Fifth 
Street  NW.,  Washington,  DC  20549. 
Applicant,  1345  Avenue  of  the 
Americas,  New  York,  New  York  10105. 


44369 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Notices 


FOR  FURTHER  INFORMATION  CONTACT: 

Diane  L.  Titus,  Paralegal  Specialist,  at 
(202)  942-0584,  or  Alison  E.  Baur, 
Branch  Chief,  at  (202)  942-0564 
(Division  of  Investment  Management, 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  INFORMATION:  The 
following  is  a  summary  of  the 
application.  The  complete  application 
may  be  obtained  for  a  fee  from  the  SEC’s 
Public  Reference  Branch. 

Applicant’s  Representations 

1.  Applicant  is  an  open-end,  non- 
diversified  management  investment 
company  incorporated  imder  the  laws  of 
Maryland.  On  December  9, 1983, 
applicant  filed  a  notification  of 
registration  on  Form  N-8A  imder 
section  8(a)  of  the  Act.  and  filed  a 
registration  statement  on  Form  N-IA 
under  section  8(b)  of  the  Act. 

Applicant’s  registration  statement  was 
never  declared  effective,  and  applicant 
has  made  no  public  ofiering  of  its 
shares. 

2.  Applicant  never  issued  or  sold  any 
securities.  Applicant  has  no 
shareholders,  assets,  or  liabilities. 
Applicant  is  not  a  party  to  any  litigation 
or  administrative  proceeding. 

3.  Applicant  is  not  now  engaged,  and 
does  not  propose  to  engage,  in  any 
business  activities  other  than  those 
necessary  for  the  winding-up  of  its 
affairs. 

4.  Applicant  intends  to  file  Articles  of 
Dissolution  with  the  State  Department 
of  Assessments  and  Taxation  of 
Maryland  terminating  its  existence. 

For  the  SEC,  by  the  Division  of  Investment 
Management,  under  delegated  authority. 
Margaret  H.  McFarland, 

Deputy  Secretary. 

(FR  Doc.  96-21896  Filed  8-27-96;  8:45  am] 
BHUNQ  CODE  8010-01-M 


pnvestment  Company  Act  Release  No. 

22161;  811-7550] 

Focus  Investment  Trust  Series  1; 
Notice  of  Application 

August  21, 1996. 

AGENCY:  Seciuities  and  Exchange 
Commission  (“SEC”). 

ACTION:  Notice  of  Application  for 
Deregistration  under  the  Investment 
Company  Act  of  1940  (the  “Act”). 

APPLICANT:  Focus  Investment  Trust 
Series  1. 

RELEVANT  ACT  SECTION:  Section  8(f). 
SUMMARY  OF  APPLICATION:  Applicant 
requests  an  order  declaring  that  it  has 
ceased  to  be  an  investment  company. 
FILING  DATE:  The  application  was  filed 
on  July  25, 1996. 


HEARING  OR  NOTIFICATION  OF  HEARING:  An 
order  granting  the  application  will  be 
issued  unless  the  SEC  orders  a  hearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  the  SEC’s 
Secretary  and  serving  applicant  with  a 
copy  of  the  request,  personally  or  by 
mail.  Hearing  requests  should  be 
received  by  the  SEC  by  5:30  p.m.  on 
September  16, 1996,  and  should  be 
accompanied  by  proof  of  service  on  the 
applicant,  in  the  form  of  an  affidavit  or, 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer’s  interest,  the  reason  for  the 
request,  and  the  issues  contested. 

Persons  may  request  notification  of  a 
hearing  by  writing  to  the  SEC’s 
Secretary. 

ADDRESSES:  Secretary,  SEC,  450  Fifth 
Street,  N.W.,  Washington,  D.C.  20549. 
Applicant,  Morgan  Keegan  &  Co.,  Inc., 
Morgan  Keegan  Tower,  50  N.  Front 
Street,  Memphis,  Tennessee  38103. 

FOR  FURTHER  INFORMATION  CONTACT: 

Diane  L.  Titus,  paralegal  Specialist,  at 
(202)  942-0584,  or  Alison  E.  Baur, 
Branch  Chief,  at  (202)942-0564 
(Division  of  Investment  Management, 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  INFORMATION:  The 
following  is  a  summary  of  the 
application.  The  complete  application 
may  be  obtained  for  a  fee  from  the  SEC’s 
Public  Reference  Branch. 

Applicant’s  Representations 

1.  Applicant  is  a  registered  unit 
investment  trust  under  the  Act. 
According  to  SEC  records,  on  March  4, 
1993,  applicant  filed  a  notification  of 
registration  on  Form  N-8A  pursuant  to 
section  8(a)  of  the  Act,  and  a  registration 
statement  on  Form  Nt-8B-2  pursuant  to 
section  8(b)  of  the  Act.  On  the  same 
date,  applicant  filed  a  registration 
statement  on  Form  S-6  imder  the 
Securities  Act  of  1933  to  register  its 
shares. 

2.  By  letter  dated  February  22, 1994, 
applicant  requested  that  its  registration 
statement  be  withdrawn.  Applicant’s 
registration  statement  was  withdrawn 
by  order  of  the  SEC  on  March  22, 1994, 
and  applicant  ceased  to  exist.  Appliccmt 
has  received  no  funds  nor  made  any 
distribution  to  securityholders  due  to 
the  fact  that  applicant  was  never 
effectively  in  operation. 

3.  Applicant  has  no  securityholders, 
debts,  liabilities  or  assets.  Applicant  is 
not  a  party  to  any  litigation  or 
administrative  proceeding.  Applicant  is 
not  now  engaged,  nor  does  it  propose  to 
engage,  in  any  business  activities  other 
than  those  necessary  for  the  winding  up 
of  its  affairs. 


For  the  SEC,  by  the  Division  of  Investment 
Management,  under  delegated  authority. 
Margaret  H.  McFarland, 

Deputy  Secretary. 

[FR  Doc.  96-21886  Filed  8-27-96;  8:45  am) 
BILLINQ  CODE  8010-01-M 


[Investment  Company  Act  Release  No. 

22159;  811-6676] 

Seligman  Henderson  Emerging 
Companies  Interval  Fund,  Inc.;  Notice 
of  Application 

August  21, 1996. 

AGENCY:  Securities  and  Exchange 
Commission  (“SEC”). 

ACTION:  Notice  of  application  for 
deregistration  under  the  Investment 
Company  Act  of  1940  (the  “Act”). 

APPLICANT:  Seligman  Henderson 
Emerging  Companies  Interval  Fmid,  Inc. 
RELEVANT  ACT  SECTION:  Section  8(f). 
SUMMARY  OF  APPLICATION:  Applicant 
requests  an  order  declaring  that  it  has 
ceased  to  be  an  investment  company. 
FILING  DATE:  The  application  was  filed 
on  August  7, 1996. 

HEARING  OR  NOTIFICATION  OF  HEARING:  An 
order  granting  the  application  will  be 
issued  unless  the  SEC  orders  a  hearing. 
Interested  persons  may  request  a 
hearing  by  writing  to  the  SEC’s 
Secretary  and  serving  applicant  with  a 
copy  of  the  request,  personally  or  by 
mail.  Hearing  requests  should  be 
received  by  ffie  SEC  by  5:30  p.m.  on 
September  16, 1996,  and  should  be 
accompanied  by  proof  of  service  on  the 
applicant,  in  the  form  of  an  affidavit  or, 
for  lawyers,  a  certificate  of  service. 
Hearing  requests  should  state  the  nature 
of  the  writer’s  interest,  the  reason  for  the 
request,  and  the  issues  contested. 
Persons  may  request  notification  of  a 
hearing  by  writing  to  the  SEC’s 
Secretary. 

ADDRESSES:  Secretary,  SEC,  450  Fifth 
Street,  NW.,  Washington,  E)C  20549. 
Applicant,  100  Park  Avenue,  New  York, 
New  York  10017. 

FOR  FURTHER  INFORMATION  CONTACT: 
Diane  L.  Titus,  Paralegal  Specialist,  at 
(202)  942-0584,  or  Alison  E.  Baur, 
Branch  Chief,  at  (202)  942-0564 
(Division  of  Investment  Management, 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  INFORMATION:  The 
following  is  a  summary  of  the 
application.  The  complete  application 
may  be  obtained  for  a  fee  from  the  SEC’s 
Public  Reference  Branch. 

Applicant’s  Representations 

1.  Applicant  is  an  open-end, 
diversified  management  investment 
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company  organized  as  a  Maryland 
corporation.  On  May  15, 1992, 
applicant,  then  known  as  “Seligman 
Henderson  Small  Capitalization  Interval 
Fund,  Inc.,”  filed  a  notification  of 
registration  on  Form  N-8A  pursuant  to 
section  8(a)  of  the  Act.  On  ^ptember 
23, 1992,  applicant  filed  a  registration 
statement  on  Form  N-IA  pursuant  to 
section  8(b)  of  the  Act,  as  well  as  an 
amended  notification  of  registration 
changing  its  name.  Applicant’s 
registration  statement  has  not  been 
declared  effective  and  the  applicant  has 
not  made  a  public  offering  of  its  shares. 

2.  Apphcant  has  not  issued  or  sold 
any  securities.  As  of  the  date  of  filing  of 
the  application,  applicant  heis  no 
secvuity  holders,  liabilities,  or  assets. 
Applicant  is  not  a  party  to  any  litigation 
or  administrative  proceeding. 

3.  Applicant  is  not  now  engaged,  nor 
does  it  propose  to  engage,  in  any 
business  activities  other  them  those 
necessary  for  the  winding-up  of  its 
affairs. 

4.  Applicant  is  in  the  process  of 
dissolving  its  existence  imder  Maryland 
law,  including  filing  Articles  of 
Dissolution  with  the  Maryland 
Department  of  Assessment  and 
Taxation. 

For  the  SEC,  by  the  Division  of  Investment 
Management,  under  delegated  authority. 
Margaret  H.  McFarland, 

Deputy  Secretary. 

[FR  Doc.  96-21887  Filed  8-27-96;  8:45  am] 
HLUNO  CODE  801(M)1-«I 


[Release  No.  34-37589;  International  Series 
Release  No  1015;  File  No.  SR-CHX-96-12] 

Self-Regulatory  Organizations; 

Chicago  Stock  Exchange,  Inc.;  Order 
Approving  Proposed  Rule  Change  and 
Notice  of  Filing  and  Order  Gragting 
Accelerated  Approval  of  Amendment 
No.  2  Thereto  Relating  to  Listing 
Standards  for  Investment  Company 
Units 

August  21, 1996. 

I.  Introduction 

On  March  27, 1996,  the  Chicago  Stock 
Exchange,  Inc.  (“CHX”  or  “Exchange”) 
filed  with  the  Securities  and  Exchange 
Commission  (“Commission”  or  “SEC”), 
pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”)  *  and  Rule  19b-4  thereunder,  2 
a  proposed  rule  change  to  amend  Article 
XXVIII  of  its  rules  governing  the  listing 
requirements  of  securities  on  the  CHX, 
as  well  as  Article  XXX  of  the  CHX’s 
rules  governing  specialists.  On  April  12, 


>  15  U.S.C.  $  78s(b)(l)  (1988). 
217CFR240.19b-4. 


1996,  the  CHX  filed  Amendment  No.  1 
to  the  proposal.2  Notice  of  the  prbposed 
rule  change  and  Amendment  No.  1 
thereto  appeared  in  the  Federal  Register 
on  April  23, 1996.'*  No  comments  were 
received  by  the  Commission.  The  CHX 
submitted  Amendment  No.  2 
(“Amendment  No.  2”)  to  the  proposal 
on  August  20, 1996  to  address  issues 
related  to  Exchange  Trading  of  the 
Investment  Company  Units.®  This  order 
approves  the  proposal,  as  amended,  emd 
soUcits  comments  on  Amendment  No. 

2. 

n.  Description  of  the  Proposal 

A.  Introduction 

The  Exchange  is  proposing  listing 
standards  for  units  of  trading  (“Units”) 
that  represent  an  interest  in  a  registered 
investment  company  (“Investment 
Company”)  that  could  be  organized  as  a 
unit  investment  trust  (“UIT”),  an  open- 
end  management  investment  company, 
or  a  simileur  entity.  The  Investment 
Company  would  hold  securities 
comprising,  or  otherwise  based  on  or 
representing  an  investment  in,  an  index 
or  portfolio  of  securities.  The 
Investment  Company  either  could  hold 
the  securities  directly  or  could  hold 
another  security  representing  the  index 
or  portfolio  of  securities  (such  as  shares 
of  a  UIT  that  holds  shares  of  an  open- 
end  management  investment  company). 

Under  the  proposed  rules,  the 
Investment  Company  would  be  required 
either  to:  (i)  Hold  securities  comprising 
or  otherwise  based  on  or  representing  an 
interest  in  an  index  or  portfolio  of 
securities,  or  (ii)  hold  securities  in 
another  registered  investment 
company.®  The  Investment  Company 
would  then  issue  Units  in  a  specified 
aggregate  number  in  return  for  a  deposit 
of  either:  (i)  Shares  of  securities 
comprising  or  otherwise  based  on  the 
relevant  index  or  portfolio,  or  (ii)  shares 
of  an  Investment  Company.  In  addition 
to  or  instead  of  the  “in-kind”  deposit, 
the  Investment  Company  might  require 


3  Amendment  No.  1  serves  to  supersede  entirely 
the  Exchange’s  initial  rule  filing.  Letter  from 
Charles  R.  Haywood,  Foley  Larnder,  to  Francois 
Mazur,  Attorney,  Office  of  market  Supervision 
(“OMS"),  Division  of  Market  Regulation 
(“Division”),  Commission,  dated  April  11, 1996 
(“Amendment  No.  1”). 

••  See  Securities  Exchange  Act  Release  No.  37121 
(April  17, 1996),  61  FR  17932. 

^  See  Letter  from  David  Rusofr.  Foley  &  Lardner, 
to  Michael  Walinskas,  SEC,  dated  August  20, 1996. 
Specifically,  Amendment  No.  2  amends 
Interpretation  and  Policy  .01  of  Article  XXVIII,  Rule 
23  to  require  that  for  the  Japan  Series,  500,000  Units 
(as  defined  below)  be  outstanding  prior  to  the 
commencement  of  trading  of  a  series  of  Units  on  the 
Exchange. 

®  Telephone  Conversation  between  David  T. 
Rusoff,  Foley  &  Lardner,  and  Francois  Mazur, 
Attorney,  OMS,  Division,  Commission,  on  April  12, 
1996. 


a  cash  deposit.  Thus,  Units  could  be 
structured  as  series  of  an  open-end 
management  investment  company 
investing  in  a  portfolio  of  securities 
(“Fimd-only  structiure”).  Alternatively, 
Units  could  be  structured  as  UTTs  that 
have  as  their  assets  shares  of  an  open- 
end  management  investment  company 
holding  a  portfolio  of  securities  (“Fund/ 
UIT  structure”).  Unit  holders  would 
receive  periodic  cash  payments 
corresponding  to  the  regular  cash 
dividends  or  distributions  declared  with 
respect  to  the  securities  held  by  the 
Investment  Company  (after  subtracting 
applicable  expenses  and  charges). 

Units  would  be  distributed  in 
“Creation  Transactions.”  To  effect  a 
Creation  Transaction  in  a  Fund-only 
structure,  an  entity  would  be  shares 
from  the  investment  company  (“Fund”) 
in  “C]reation  Unit”  size  aggregations  in 
exchange  for  a  deposit  of  a  basket  of 
securities  reflecting  the  securities 
underlying  the  Fund  and/or  a  cash 
deposit.  To  effect  a  Creation  Transaction 
in  a  Fund/UIT  structure,  an  entity 
would  buy  a  Fund  share  from  the  open- 
end  management  investment  company 
with  a  similar  deposit  and  exchange  it 
with  the  UIT  for  a  Creation  Unit.^  The 
owner  of  a  Creation  unit  could  then 
subdivide  the  Creation  Unit  into  a 
specific  number  of  identical  fractional 
non-redeemable  sub-units,  the  Units, 
that  would  constitute  the  securities 
traded.  Units  could  be  recombined  into 
Creation  Unit  aggregations,  and 
redeemed  for  the  securities  underlying 
the  Fund  and/or  an  amount  of  cash, 
either  directly,  or  indirectly,  depending 
on  the  structme  chosen.  The  securities 
would  not  be  redeemable  other  than  in 
Creation  Unit  aggregations.® 

Dealing  in  Units  on  the  Exchange  will 
be  conducted  pursuant  to  the 
Exchange’s  general  agency-auction 
trading  rules.  The  Exchange’s  general 
dealing  and  settlement  rules  will  apply, 
including  its  rules  on  clearance  and 
settlement  of  securities  transactions  and 
its  equity  margin  rules.  Other  generally 
applicable  Exchange  equity  rules  and 
procedures  also  will  apply.  Unless  the 
prospectus  for  a  specific  security  states 
otherwise,  the  Units  trading  on  the 
Exchange  will  have  one  vote  per  share; 
however,  as  with  other  securities  issued 
by  registered  investment  companies, 
there  will  not  be  a  “pass-through”  of  the 
voting  rights  on  the  actual  index 
securities  held  by  a  fund  or  directly  or 
indirectly  by  a  trust. 

With  respect  to  specialist  dealings, 
Article  XXX,  Rule  23(a)  of  the 
Exchange’s  Rules  precludes  certain 
business  relationships  between  an 


^id. 

•^id. 
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issuer  of  an  “exclusive  issue”  and  the 
specialist  in  that  exclusive  issue.^  Rule 
23(a)  could  be  interpreted  to  prevent  a 
spedaUst  from  engaging  in  Creation 
iWisactions  with  the  issuer  of  Units. 
The  Exchange  believes,  however,  that 
such  market  activities  could  enhance 
liquidity  in  the  Units  and  facilitate  the 
specialist’s  market-making 
responsibilities.  In  addition,  since  the 
specialist  will  be  able  to  engage  in 
elation  Transactions  and  redemptions 
only  according  to  the  same  terms  and 
conditions  as  every  other  investor  (and 
only  at  net  asset  vdue),  the  Exchange 
believes  that  there  is  no  potential  for 
abuse. 

Therefore,  the  Exchange  proposes 
amending  Article  XXX,  Rule  23(a)  to  > 
permit  speciaUsts  to  engage  in  these 
types  of  transactions  if  such  transactions 
would  facilitate  the  maintenance  of  a 
fair  and  orderly  market  in  Units.  Any 
Creation  Transactions  in  which  the 
specialist  engages,  however,  will  have  to 
be  effected  through  the  Distributor  (as 
defined  herein),  and  not  directly  with 
the  issuer.  This  requirement  will  make 
clear  that  the  specialist  is  purchasing 
Units  in  Creation  Unit-size  aggregations 
only  to  facilitate  normal  specialist 
trading  activity. 

With  respect  to  investor  disclosme, 
the  Exchange  notes  that  pursuant  to  the 
requirements  of  the  Seci^ties  Act  of 
1933  (“1933  Act”)  all  investors  in  Units 
will  receive  a  prospectus  regarding  the 
Units.  Because  the  Units  will  be  in 
continuous  distribution,  the  prospectus 
deUvery  requirements  of  the  1933  Act 
will  apply  to  all  investors  in  Units.  It  is 
possible,  however,  that  an  exemption 
frnm  the  prospectus  delivery 
requirement  may  be  obtained  at  some 
point  in  the  future  with  respect  to  Units 
listed  or  traded  on  the  Exchange.  In  the 
event  of  such  an  exemption  the 
Exchange  will  discuss  with  Commission 
staff  the  appropriate  level  of  disclosure 
that  should  be  required  with  respect  to 
the  Units  being  listed  or  traded,  as 
appropriate,  and  will  file  any  necessary 
rule  change  to  provide  for  such 
disclosure. 

t^on  the  initial  listing  of  any  class  of 
Units  or  trading  of  such  Units  pursuant 
to  iinlisted  trading  privileges  (“UTP”), 
the  Exchange  will  issue  a  circular  to  its 
membership  explaining  the  unique 
characteristics  and  rislu  of  this  type  of 
security.  The  circular  will,  among  other 
things,  inform  member  organizations  of 


■Interpretation  and  Policy  .01  of  Article  XXX, 
Rule  23  defines  “exclusive  issue”  as  the  stock  of 
any  company  traded  on  the  Exchange  not  otherwise 
traded  on  the  NYSE,  American  Stock  Exchange,  or 
NASDAQ/NMS,  and,  where  there  exists  another 
market  for  such  issue,  the  Exchange  has  executed 
15%  or  more  of  the  volume  in  the  issue  during  the 
three  previous  months. 


their  responsibility  to  deliver  a 
prospectus  to  investors.  The  circular 
also  will  note  that  before  an  Exchange 
member  undertakes  to  recommend  a 
transaction  in  Units,  it  should  make  a 
determination  that  it  is  in  compliance 
with  applicable  rules  of  other  self- 
regulatory  organizations  of  which  it  is  a 
member,  including  applicable 
suitability  and  know-your-customer 
rules. 

With  respect  to  trading  halts,  the 
trading  of  Units  would  be  halted,  along 
with  the  trading  of  all  other  listed 
stocks,  in  the  event  the  “circuit  breaker” 
thresholds  of  Article  DC,  Rule  lOA  are 
reached. 

The  Exchange  proposes  that  Units 
trade  either  in  certificated  form  or  solely 
through  the  use  of  a  global  certificate. 
Permitting  the  use  of  global  certificates 
would  be  consistent  with  expediting  the 
processing  of  transactions  in  Units  and 
would  minimize  the  costs  of  engaging  in 
transactions  in  these  securities. 

One  existing  form  of  Units  are 
CountryBaskets  (“CBs”),i“  which  are 
created  pursuant  to  a  Fund-only 
structure.  In  March  1996,  the  New  York 
Stock  Exchange  (“NYSE”)  received 
Commission  approval  to  fist  and  trade 
CoimtryBaskets.*'  CHX  currently  will 
not  list  CormtryBaskets,  but  rather  seeks 
to  trade  CoimtryBaskets  pursuant  to 
unlisted  trading  privileges  (“UTP”)  once 
the  generic  listing  standards  set  forth 
herein  are  approved. 

Pursuant  to  Rule  12f-5  tmder  the 
Act,^^  prior  to  trading  a  particuleu:  class 
or  type  of  security  pvirsuant  to  UTP, 
CHX  must  have  listing  standards 
comparable  to  those  of  the  primary 
exchange  on  which  the  seciuity  is 
listed.  The  NYSE  has  adopted  listing 
standards  for  Units,  and  CHX’s 
proposed  rule  change  is  designed  to 
create  similar  standards  for  Unit  listing 
and/or  trading  on  CHX.  As  stated  above, 
CHX  intends  to  trade  CoimtryBaskets 
pursuant  to  UTP  upon  approval  of  this 
rule  filing. 

B.  CountryBaskets  Generally 

CountryBaskets  are  issued  as  series  of 
an  open-end  management  investment 
company  that  invest  in  a  portfoUo  of 
securities  (“Index  Securities”)  included 
in  a  corresponding  index.^^  Each  series 
of  the  investment  company  is  designed 


'■CHX  understands  that  "CountryBaskets”  and 
“The  CountryBaskets  Index  Fund”  are  service 
marks  of  Deutsche  Morgan  Grenfoli/CJ. 
Lawrencejne.  (“DMG”),  the  investment  adviser  to 
the  fund. 

"  Securities  Exchange  Act  Release  No.  36923 
(March  5, 1996),  61  FR  10410. 

'»17CFR240.12f-5. 

'■The  information  describing  the  structure  and 
mechanics  of  CountryBaskets  has  been  restated 
fiom  File  No.  SR-NYSE-95-23.  See  Securities 
Exchange  Act  Release  No.  36923,  supra  note  11. 


to  provide  investment  results  that 
substantially  correspond  to  the  price 
and  yield  p^ormance  of  a 
corresponding  FT/S&P-Actuaries  World 
Index  (“Index”  or  “FT/SAP”).''*  The 
nine  series  of  Funds  that  currently  exist 
are  based  on  the  following  Indices: 
Australia,  France,  Germany,  Hong  Kong, 
Italy,  Japan,  South  Africa,  United 
Kingdom,  and  the  United  States. 

C.  Distribution  of  Units 

Units  are  distributed  through  Creation 
Transactions.  To  effect  a  Creation 
Transaction,  a  person  buys  Fimd  shares 
from  the  Fund  at  their  net  asset  value 
(“NAV”)  next  computed.  The  sales  will 
be  in  Creation  Unit-size  aggregations  in 
exchange  for  a  deposit  (“Deposit”)  of 
Index  Securities  (a  “Fund  Basket”)  and 
a  specified  amoimt  of  cash  sufficient  to 
equal  the  NAV  of  such  shares. 

Units  in  Creation  Unit-size 
aggregations  may  be  redeemed,  at  NAV, 
generally  for  an  in-kind  distribution  of 
Index  Securities  comprising  the  Fund 
shares,  phis  a  cash  payment.  A  Creation 
Unit-size  aggregation  of  Fund  shares 
represents  securities  with 
approximately  $2  to  $9.5  million  in 
market  value.  The  Creation  Unit  is 
disaggregated  into  the  individual  Units 
that  trade  on  an  Exchange,  currently  the 
NYSE.'®  For  the  nine  initial 
CountryBasket  securities,  there  are  the 
following  number  of  Units  per  Creation 
Unit: 


'''According  to  Amendment  No.  1  to  SR-NYSE- 
95-23,  the  Indices  are  a  continuation  of  the  FT- 
Actuaries  World  Indices,  which  were  jointly 
founded  by  The  Financial  Times  Limited  (“FT’), 
Goldman,  Sachs  &  Co.  (“Goldman”),  and  NatWest 
Securities  Limited  (“NatWest,”  and  each  a 
“Founding  Member”).  In  May  1995,  Standard  k 
Poor’s  (“Sti’”),  a  division  of  The  McGraw-Hill 
Companies,  Inc.,  joined  FT  and  Goldman  as  co¬ 
publishers  of  the  predecessor  to  the  Indices.  As  part 
of  the  new  arrangement,  NatWest  'withdrew  from 
the  management  of  those  Indices,  but  continues  to 
be  recognized  as  a  Founding  Member.  The  Indices 
are  now  jointly  owned  by  Stf,  FT  and  Goldman. 
Following  a  transition  period,  FT  and  SAP  will 
jointly  calculate  the  Indices,  fo  November  1995,  FT 
transferred  its  ownership  rights  in  the  Indices  to 
FT-SE  International,  a  new  company  jointly  owned 
by  the  FT  and  the  London  Stock  Exchange.  By  the 
end  of  1996,  it  is  expected  that  FT-SE  International 
will  assume  responsibility  for  calculating  the 
European  and  Asia-Pacific  Indices  and  SiAP  will 
calculate  the  U.S.  Index. 

'■If  a  Fund/UTT  structure  instead  had  been  used, 
a  “Redeemable  Unit”  would  represent  the 
functional  equivalent  of  the  Crmtiou  Unit  The 
owner  of  a  R^eemable  Unit  could  separate  it  into 
a  specifiemumber  of  identical  fiactio^  non- 
redeemable  sub-units  that  would  constitute  the 
Units  traded  on  the  Exchange.  In  the  case  of  the 
Germany  CountryBasket  series,  for  example,  there 
would  be  100,000  Units  per  Redeemable  Unit. 
These  Units  could  be  recombined  into  Redeemable 
Units  and  then  redeemed,  at  NAV,  for  the 
appropriate  number  of  Fund  shares.  In  turn,  the 
Fund  shares  could  be  redeemed  for  the  Index 
Securities  and  cash.  The  Units  'would  not  be 
redeemable  other  than  iq  the  Creation  Unit 
aggregations. 
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Australia .  100,000 

France .  100,000 

Germany .  100,000 

Hong  Kong  .  100,000 

Italy .  100,000 

Japan .  250,000 

South  Africa .  100,000 

United  Kingdom  .  100,000 

United  States .  100,000 


D.  Exchange  Trading  of  Units 

The  Exchange  will  require  that  there 
be  at  least  300,000  tradable  Units 
outstanding  before  trading  can  begin. 
The  Exchange  will  consider  the 
suspension  of  trading  of  a  series  of  Units 
if: 

•  after  the  first  year  of  trading,  there 
are  fewer  than  50  record  or  beneficial 
holders  of  the  Units  for  30  or  more 
consecutive  trading  days; 

•  the  value  of  the  underlying  index  or 
portfolio  of  securities  no  longer  is 
calculated  or  available;  or 

•  there  occurs  another  event  that 
makes  further  dealings  in  the  Units  on 
the  Exchange  inadvisable.^' 

E.  The  FT/SS-P-Actuaries  World  Indices 

Deutsche  Bank  Securities 

Corporation,  formerly  investment 
adviser  to  the  Funds,  provided  the 
NYSE  with  certain  information 
describing  the  FT/S&P-Actuaries  World 
Indices,  contained  within  NYSE  filing 
SR-NYSE-95-23,  as  amended. 

1.  Establishing  an  Index 

The  FT/S&P  are  jointly  compiled  by 
The  Financial  Times  Limited,  Goldman, 
Sachs  &  Co.,  and  Standard  &  Poor’s,  a 
division  of  The  McGraw-Hill 
Companies,  Inc.,  in  conjunction  with 
the  Institute  of  Actuaries  (together,  the 
“Consortiiun”).'*  The  aim  of  the 
Consortium  is  to  create  and  maintain  a 
series  of  high  quality  equity  indices  for 
use  by  the  ^ol^  investment 
community.  Specifically,  the 
Consortimn  seeks  to  establish  and 

'*For  the  Japan  series,  500,000  worth  of  DBs, 
representing  two  Creation  Units,  will  be  required  to 
be  outstanding  prior  to  commencing  trading.  See 
Amendment  No.  2. 

*^The  Commission  notes  that  the  fund  must 
invest  at  least  95%  of  its  net  assets  in  the  securities 
of  the  appropriate  Index  and  that  the  weighting  of 
the  por^Iio  securities  of  each  series  will 
substantially  correspond  to  their  proportional 
representation  in  each  Index,  helps  to  reduce 
concerns  that  Units  could  become  a  surrogate  for 
trading  in  a  single  or  a  few  unregistered  stocks.  See 
Securities  Excb^e  Act  Release  No.  36923,  supra 
note  11.  In  the  unlikely  event,  however,  that  this 
were  to  occur,  the  Commission  would  expect  the 
CHX  to  suspend  trading  in  the  securities  to  ensure 
compliance  with  the  Act. 

>*In  Amendment  No.  1  to  SR-NYSE-95-23,  the 
NYSE  stated  that  certain  modifications  had 
occurred  to  the  Indices.  The  CHX’s  filing  has 
incorporated  the  additional  information,  and 
operates  under  the  assumption  that  the  original 
information  detailed  in  SR-NYSE-95-23  continues 
to  be  accurate  to  the  extent  not  modified  by  the 
NYSE’s  amendment. 


maintain  the  FT/S&P  so  that  with 
respect  to  their  corresponding  markets, 
they  are  comprehensive,  consistent, 
flexible,  accurate,  investible,  and 
representative. 

The  World  Index  Policy  Committee 
(“WIPC”)  makes  all  policy  decisions 
concerning  the  FT/S&P,  including 
objectives,  selection  criteria,  liquidity 
requirements,  calculation 
methodologies,  and  the  timing  and 
disclosure  of  additions  and  deletions. 
The  WIPC  makes  those  decisions  in  a 
manner  that  is  consistent  with  the  stated 
aims  and  objectives  of  the  Consortium. 

In  general,  the  WIPC  aims  for  a 
minimum  of  70  percent  coverage  of  the 
aggregate  value  of  all  domestic 
exchange-listed  stocks  in  every  country, 
region  and  sector  in  which  it  maintains 
an  index. 

The  WIPC  consists  of  one 
representative  of  each  Consortium 
member,  one  member  nominated  by 
each  of  the  parties  as  representing  an 
actual  or  prospective  main  user  group  of 
the  World  Indices,  and  a  Chairman  and 
additional  member  who  are  members  of 
the  Institute  of  Actuaries  or  the  Facility 
of  Actuaries. 

A  coimtry  must  satisfy  the  following 
criteria  for  the  WIPC  to  include  it  in  the 
FT/S&P- Actuaries  World  Indices:  (1) 
Direct  eqviity  investment  by  non¬ 
nationals  must  be  permitted;  (2) 
accurate  and  timely  data  must  ^ 
available;  (3)  no  significant  exchange 
controls  should  exist  that  wovild  prevent 
the  timely  repatriation  of  capital  or 
dividends;  (4)  significant  international 
investor  interest  in  the  local  equity 
market  must  have  been  demonstrated; 
and  (5)  adequate  liquidity  must  exist. 

Seciirities  in  the  FT/S^  are  subject  to 
the  following  “investibility  screens”:  (1) 
Securities  comprising  the  bottom  five 
percent  of  any  market’s  capitalization 
are  excluded;  (2)  securities  must  be 
eligible  to  be  owned  by  foreign 
investors;  (3)  25  percent  or  more  of  the 
full  capitali^tion  of  eligible  secmities 
must  publicly  available  for 
investment  and  not  in  the  hands  of  a 
single  party  or  parties  "acting  in 
concert”;  and  (4)  secmities  that  fail  to 
trade  for  more  than  15  business  days 
within  each  of  two  consecutive  quarters 
are  excluded. 

'The  WIPC  seeks  to  select  constituent 
stocks  that  capture  85  percent  of  the 
equity  that  remains  in  any  market 
(known  as  the  “investible  imiverse”) 
after  applying  the  investibility  screens. 
Securities  are  selected  with  regard  to 
economic  sector  and  market 
capitalization  to  make  a  given  FT/S&P 
highly  representative  of  &e  overall 
economic  sector  make-up  and  market 
capitalization  distribution  of  the 
investible  universe  of  a  market. 


2.  Maintaining  an  Index 

The  WIPC  may  add  securities  to  the 
FT/S&P  for  any  of  the  following  reasons: 
(1)  The  addition  would  make  the 
economic  sector  make-up  and  market 
capitalization  distribution  of  the  FT/ 

S^  component  more  representative  of 
its  investible  universe;  (2)  a  non¬ 
constituent  security  has  gained  in 
importance  and  replaces  an  existing 
constituent  security  imder  the  rules  of 
review  established  by  the  WIPC;  (3)  the 
FT/S&P  component  represents  less  than 
its  targeted  percentage  of  the 
capitalization  of  its  investible  universe 
(usually  in  cases  where  the  investible 
universe  has  grown  faster  than  the 
corresponding  FT/S&P);  (4)  a  new, 
eligible  security  becomes  available 
whose  total  capitalization  is  one  percent 
or  more  of  the  current  capitalization  of 
the  relevant  FT/S&P;  (5)  an  existing 
constituent  "spins  off’  a  part  of  its 
business  and  issues  new  equity  to  the 
existing  shareholders;  or  (6)  changes  in 
investibility  factors  lead  to  a  stock 
becoming  eligible  for  inclusion  and  that 
stock  how  qualifies  on  other  grounds. 

*1110  WIPC  may  adjust  the  FT/S&P  for 
any  of  the  following  reasons:  (1)  The 
component  comprises  too  high  a 
percentage  of  its  representative 
universe;  (2)  a  review  by  the  WIPC 
shows  that  a  constituent  security  has 
declined  in  importance  and  should  be 
replaced  by  a  non-constituent  security; 
(3)  the  deletion  of  a  security  that  has 
declined  in  importance  would  make  the 
FT/S&P  more  representative  of  the 
economic  make-up  of  its  investible 
universe;  (4)  circumstances  regarding 
investibility  and  firee  float  change, 
causing  the  constituent  security  to  fail 
the  FT/S&P  screening  criteria;  (5)  an 
existing  constituent  security  is  acquired 
by  anodier  entity;  or  (6)  the  stock  has 
bmn  suspended  fiom  trading  for  a 
period  of  more  than  ten  working  days. 
Generally,  but  not  in  all  cases,  changes 
resulting  from  review  by  the  WIPC 
occur  at  the  end  of  a  calendar  quarter. 
Changes  resulting  from  merger  or  "spin¬ 
off’  activity  will  be  effectuated  as  soon 
6is  practicable. 

3.  Dissemination  of  Changes  to  the 
Constituent  Stocks  in  the  Indices 

Changes  to  an  Index  made  during  a 
calendar  quarter  are  noted  at  the  foot  of 
the  tables  containing  the  Indices  that  are 
published  daily  in  the  FT.  Consistent 
with  the  FT  publication  policy,  these 
changes  also  are  shown  prior  to  the 
actual  day  of  implementation  (unless  for 
reasons  beyond  the  control  of  FT  this  is 
not  possible).  Decisions  regarding  the 
addition  of  new  eligible  constituent 
stocks  that  are  unrelated  to  existing 
stocks  in  an  Index,  or  weighting  changes 
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to  existing  constituent  stocks,  are 
annoimced  in  the  FT  at  least  four 
working  days  before  they  are 
implemented.  Monday  editions  of  the 
FT  also  show  all  constituent  changes 
made  during  the  previous  week, 
together  wiUi  base  values  for  each 
Index.  Changes  to  be  made  in  an  Index 
at  the  end  of  a  calendar  quarter  are 
published  as  soon  as  is  practicable 
following  the  quarterly  meeting  of  the 
World  Indices  Policy  Committee,  but 
before  the  quarter-end. 

4.  Calculation* and  Dissemination  of  an 
Index 

The  FT/S&P  are  calculated  through 
widely  accepted  mathematical  formulae, 
with  the  effect  that  the  Indices  are 
weighted  arithmetic  averages  of  the 
price  relatives  of  the  constituents — as 
produced  solely  by  changes  in  the 
marketplace — adjusted  for  intervening 
capital  changes.  The  FT/S&P  are  base- 
weighted  aggregates  of  the  initial  market 
capitalization,  the  price  of  each  issue 
being  weighted  by  the  number  of  shares 
outstanding,  modified  to  reflect  only 
those  shares  outstanding  that  are 
eligible  to  be  owned  by  foreign 
investors. 

For  each  constituent  security,  the 
implied  annual  dividend  is  divided  by 
260  (an  accepted  approximation  for  the 
number  of  business  days  in  a  calendar 
year).  This  dividend  is  then  reinvested 
daily  according  to  standard  actuarial 
calculations.  Ehstributions  affect 
adjustments  to  the  beise  capital  or  the 
price  per  share  in  accordance  vtdth 
prescribed  FT/S&P  standards.  The 
Indices’  values  and  related  performance 
figures  for  various  periods  of  time  are 
calculated  daily  and  are  disseminated  to 
the  public. 

The  Ff/S&P  are  valued  in  terms  of 
local  currency,  U.S.  dollars,  and  U.K. 
poimds  sterling,  thereby  allowing  the 
effect  of  currency  value  on  the  Index 
value  to  be  measured.  Changes  to  the 
Indices  are  annoimced  eis  soon  as 
possible,  and  on  Mondays  the  Financial 
Times  publishes  a  list  of  changes  to 
each  Index  implemented  during  the 
previous  week,  if  any.  The  FT/S&P  are 
calculated  once  a  day  on  weekdays 
when  one  or  more  of  the  constituents 
markets  are  open;  the  Indices  are 
syndicated  and  published  in  the 
financial  sections  of  several  newspapers 
woAdwide.  FT/S&P  data  also  may  be 
purchased  electronically. 

F.  Indicative  Values 

Recognizing  the  importance  of  having 
current  information  on  the  value  of  the 
Indices,  DMG  heis  arranged  for 
Telesphere  Corporation  (formerly 
Telekurs  (North  America)  Inc.) 
(“Telesphere”)  to  calculate  “indicative 


values”  for  the  nine  Indices  on  which 
CountryBaskets  are  based.  CHX 
understands  that  the  NYSE  provides  for 
the  dissemination  of  these  indicative 
values  through  the  faciUties  of  the 
Consolidated  Tape  Association 
(“CTA”). 

In  calculating  “indicative  values,” 
Telesphere  uses  the  most  currently 
available  stock  price  information  for  the 
constituent  sto^  in  an  Index  (based  on 
home  currency  prices)  and  prevailing 
currency  exchange  rates  to  translate  &e 
Index  value  into  U.S.  dollars. 

Telesphere  also  uses  the  same  pricing 
algorithm  and  methodology  as  the  Index 
calculators  in  calculating  the  indicative 
values.  These  values  are  disseminated 
every  30  seconds  by  the  NYSE  during 
regular  trading  horns  of  9:30  A.M.  to 
4:00  P.M.  Eastern  time.  Because  trading 
hours  in  the  markets  for  the  stocks 
underlying  the  Indices  differ,  the 
calculation  of  the  indicative  values  are 
effected  as  follows: 

•  Pacific  Rim.  Australia,  Hong  Kong, 
and  Japan.  There  is  no  overlap  between 
the  NYSE  trading  hours  and  the  home- 
country  trading  hours.  Thus,  the 
indicative  values  always  reflect  the 
closing  prices  of  the  underlying 
securities  on  the  most  recently 
completed  trading  day,  but  are  updated 
every  30  seconds  to  reflect  changes  in 
exchange  rates. 

•  Europe.  France,  Germany,  Italy,  and 
the  United  Kingdom.  There  is  some 
overlap  between  NYSE  trading  hours 
and  home-country  trading  hours.  Thus, 
the  30-second  updates  for  these  Indices 
reflect  changes  in  both  current  stock 
price  information  6md  currency 
exchange  rates  while  the  relevant 
market  is  open;  it  reflects  only  changes 
in  exchange  rates  once  the  home-market 
closes. 

•  United  States.  Each  30-second 
update  reflects  the  current  price  of  U.S. 
component  stocks. 

•  South  Africa.  Ehiring  Eastern 
Standard  Time  there  is  no  overlap 
between  NYSE  and  South  African 
trading  hours.  During  Eastern  Daylight 
Savings  Time  there  is  a  half-hour 
overlap.  Thus,  during  Standard  Time, 
the  disseminated  Index  values  reflect 
the  closing  South  African  prices.  During 
Daylight  ^vings  Time,  there  is  a  real¬ 
time  feed  of  stock  prices  from  the 
Johannesburg  Stoc^  Exchange  and  there 
is  a  real-tie  calculation  of  the  indicative 
value  of  the  index  at  30-second  intervals 
during  the  half-hour  overlap. 

While  these  indicative  values  are  not 
the  official  values  of  the  Indices  (which 
continue  to  be  calculated  and 
disseminated  once  each  day),  the 
Exchange  believes  that  these  values 
provide  investors  with  accurate,  timely 


information  on  the  values  of  the  Indices. 
Providing  standardized  information 
through  CTA  facilities  should  help 
ensure  that  all  investors  have  equal 
access  to  this  market  information.  While 
some  market  participants  may  be  able  to 
perform  these  calculations  for  their  own 
trading  purposes  during  the  business 
day,  many  participants  lack  sufficient 
resources  to  do  so.  Of  course,  it  cannot 
be  guaranteed  that  the  indicative  value 
will  at  all  times  be  a  completely  * 
accurate  reflection  of  the  value  of  the 
underlying  Index.^® 

Although  the  CHX  operates  under 
Central  Time,  its  trading  hours  coincide 
with  those  of  the  NYSE.  Therefore,  the 
time  zone  difference  will  not  affect  the 
ability  to  trade  CountryBaskets  on  the 
CHX  with  full  price  information. 

m.  Discussion 

The  Commission  finds  that  the 
proposed  rule  change  is  consistent  with 
the  requirements  of  the  Act  and  the 
rules  and  regulations  thereunder 
applicable  to  a  national  securities 
exchange  and,  in  particular,  the 
requirements  of  Section  6(b)(5)  of  the 
Act.  2“  The  Commission  believes  that  the 
Exchange’s  proposal  to  estabfish  listing 
standaurds  for  Units  and  to  trade 
CountryBaskets  pursuant  to  UTP  will 
provide  investors  with  a  convenient 
way  to  participate  in  domestic  and 
foreign  securities  markets.  The 
Exchange’s  proposal  should  help  to 
provide  investors  with  increased 
flexibility  in  satisfying  their  investments 
with  increased  flexibility  in  satisfying., 
their  investment  needs  %  allowing 
them  to  purchase  and  sell  at  negotiated 
prices  tl^ughout  the  business  day 
securities  that  replicate  the  performance 
of  several  portfolios  of  stocks.^' 
Accordingly,  the  Commission  finds  that 
the  Exchange’s  proposal  will  facilitate 
transactions  in  securities,  remove 
impediments  to  and  perfect  the 
mechanism  of  a  free  and  open  market 
and  a  national  market  system,  and,  in 
general,  protect  investors  and  the  public 
interest,  and  is  not  designed  to  permit 
unfair  discrimination  between 


IB  In  the  unlikely  event  that  Teiesphere 
determines  that  it  no  longer  will  calculate  the 
indicative  value  of  the  Indices,  according  to  the 
NYSE,  DMG  will  seek  to  find  another  entity  to 
provide  such  values  on  substantially  the  same  basis 
as  Telesphere.  If  this  were  to  occur,  the  NYSE  has 
represented  that  it  will  consult  with  the  staff  of  the 
Division  to  ensure  that  the  staff  Hnds  any  proposed 
new  arrangements  acceptable,  including  the 
possibility  of  ending  trading  in  the  securities. 

*015  U.S.C  78f[b)(5)  (1988). 

**The  Conunission  notes  that  imlike  typical  open- 
end  management  investment  companies,  where 
investors  have  the  right  to  redeem  their  fund  shares 
on  a  daily  basis,  investors  in  Units  only  could 
redeem  Units  in  Creation  Unit  size  aggregations. 
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customers,  issuers,  brokers,  or  dealers.^^ 
The  Commission  also  believes  that  the 
Exchange’s  proposal  is  consistent  with 
Section  12(fl  of  the  Act  relating  to 
trading  securities  pursuant  to  DTP. 

The  CHX  seeks  to  trade  CBs  pursuant 
to  UTP.  In  approving  the  NYSE’s 
proposal  to  list  and  trade  CBs,  the 
Commission  noted  that  the  estimated 
cost  of  an  individual  CB  security, 
approximately  $20  to  $50,  should  make 
it  attractive  to  individual  retail  investors 
who  wish  to  hold  a  secmity  replicating 
the  performance  of  a  portfolio  of  foreign 
or  domestic  stocks.  The  Commission 
also  stated  that  it  believes  that  CBs  will 
provide  investors  with  several 
advantages  over  standard  open-end 
management  investment  companies 
specializing  in  such  stocks,  and  in 
particular,  investors  will  be  able  to  trade 
CBs  continuously  throughout  the 
business  day  in  secondary  market 
transactions  at  negotiated  prices.  In 
contrast,  Investment  Company  Act  Rule 
22c-l  25  limits  holders  and  prospective 
holders  of  open-end  management 
investment  company  shares  to 
purchasing  or  redeeming  securities  of 
the  fund  based  on  the  net  asset  value  of 
the  securities  held  by  the  fund  as 
designated  by  the  board  of  directors. 
Thus,  the  Commission  stated  that  CBs 
should  allow  investors  to:  (1)  Respond 
quickly  to  market  changes  tlnough  intra¬ 
day  trading  opportunities;  (2)  engage  in 
hedging  strategies  not  ciurently 


Pursuant  to  Section  6(b)(5)  of  the  Act,  the 
Commission  must  predicate  approval  of  exchange 
trading  for  hew  products  upon  a  finding  that  the 
introduction  of  the  product  is  in  the  public  interest. 
Such  a  finding  would  be  difficult  with  respect  to 
a  product  that  served  no  investment,  hedging  or 
other  economic  function,  because  any  benefits  that 
might  be  derived  by  market  participants  would 
likely  be  outweighed  by  the  potential  for 
manipulation,  diminished  public  confidence  in  the 
integrity  of  the  markets,  and  other  valid  regulatory 
concerns. 

15  U.S.C.  §  78s(f)  (1994). 

2'*  Because  of  potential  arbitrage  opportunities, 
the  Commission  believes  that  C3s  should  not  trade 
at  a  material  discoimt  or  premium  in  relation  to 
their  net  asset  value.  The  mere  potential  for 
arbitrage  should  keep  the  market  price  of  CBs 
comparable  to  their  net  asset  values;  therefore, 
arbitrage  activity  likely  will  not  be  Significant.  In 
addition,  the  Fund  will  redeem  in-kind,  thereby 
enabling  the  Fund  to  invest  virtually  all  of  its  assets 
in  securities  comprising  the  FT/S&P  Indices. 

“17  CFR  270.22C-1.  Investment  Company  Act 
Rule  22C-1  generally  provides  that  a  registered 
investment  company  issuing  a  redeemable  security, 
its  principal  underwriter,  and  dealers  in  that 
security  may  sell,  redeem,  or  repurchase  the 
security  only  at  a  price  based  on  the  net  asset  value 
next  computed  after  receipt  of  an  investor's  request 
to  purch^,  redeem,  or  resell  The  net  asset  value 
of  an  open-end  management  investment  company 
generally  is  computed  once  daily  Monday  throu^ 
Friday  as  designated  by  the  investment  company’s 
board  of  directors.  The  Commission  granted  CBs  an 
exemption  from  this  provision  to  allow  them  to 
trade  in  the  secondary  market  at  negotiated  prices. 
See  Investment  Company  Act  Release  No.  21802; 
International  Series  Release  No.  943,  March  5, 1996. 


available  to  retail  investors;  and  (3) 
reduce  transaction  costs  for  trading  a 
portfolio  of  securities. 

Although  the  value  of  CBs  will  be 
based  on  the  value  of  the  securities  and 
cash  held  in  the  Fund,  CBs  are  not 
leveraged  instruments.  26  in  essence,  CBs 
are  equity  securities  that  represent  an 
interest  in  a  portfolio  of  stocks  designed 
to  reflect  substantially  the  applicable 
FT/S&P  Index.  Accordingly,  it  is 
appropriate  to  regulate  CBs  in  a  manner 
similar  to  other  equity  securities. 
Nevertheless,  in  approving  the  CHX’s 
proposal  to  trade  CBs,  the  Commission 
believes  that  the  unique  nature  of  CBs 
requires  that  certain  product  design, 
disclosure,  trading,  and  other  issues  be 
addressed. 

A.  CountryBaskets  Generally 

As  stated  in  the  approval  of  the 
NYSE’s  proposal  to  list  and  trade  CBs,22 
the  Commission  believes  that  the  CBs 
are  reasonably  designed  to  provide 
investors  with  an  investment  vehicle 
that  substantially  reflects  in  value  the 
Index  it  is  designed  upon,  and,  in  turn, 
the  performance  of  the  specified  U.S.  or 
foreign  market.  In  this  regard,  the 
Commission  notes  that  the  WIPC 
imposes  specific  criteria  in  its  selection 
of  Index  countries  and  components.  For 
a  market  to  be  eligible  for  inclusion  in 
an  FT/S&P  Index,  it  must  allow  direct 
equity  investment  by  non-nationals, 
make  timely  and  accurate  data  available, 
impose  no  significant  exchemge 
controls,  demonstrate  significant 
international  investment  interest,  and  be 
sufficiently  liquid.  For  a  security  to  be 
included  in  a  given  Index,  it  may  not  be 
in  the  bottom  5%  of  a  market’s 
capitalization,  it  must  be  eligible  to  be 
owned  by  foreigners,  25%  of  its  full 
capitalization  must  be  publicly  available 
for  investment,  and  it  may  not  fail  to 
trade  for  more  than  15  business  days 
within  each  of  two  consecutive  quarters. 
The  aim  of  component  selection  is  to 
make  Index  components  highly 
representative  of  the  over-all  economic 
sector  make-up  and  market 
capitalization  of  a  given  market.  'The 
Commission  beUeves  that  these  criteria 
should  serve  to  ensure  that  the 
underlying  securities  of  these  Indices 
are  well  capitalized  and  actively  traded. 


“In  contrast,  proposals  to  list  exchange-traded 
derivative  products  that  contain  a  built-in  leverage 
feature  or  component  raise  additional  regulatory 
issues,  including  heightened  concerns  regarding 
manipulation,  market  impact,  and  customer 
suitability.  See  e.g..  Securities  Exchange  Act 
Release  No.  36165  (August  29, 1995),  60  FR  46653 
(relating  to  the  establishment  of  uniform  listing  and 
trading  guidelines  for  stock  index,  currency,  and 
currency  index  warrants). 

s^Securities  Exchange  Act  Release  No.  36923, 
supra  note  11. 


The  Commission  also  notes  that  the 
CB  series’  investment  policies  require 
that  at  least  95%  of  a  ^  series’ 
investments  be  in  the  equity  securities 
that  are  the  constituent  securities  of  the 
relevant  FT/S&P  Index.  In  addition,  the 
weighting  of  the  portfolio  securities  of 
each  series  substantially  correspond  to 
their  proportional  representation  in  the 
corresponding  FT/S&P  Index.28  This 
will  help  to  ensure  that  an  investment 
in  CBs  is  substantially  similar  to  an 
investment  in  the  securities  comprising 
the  related  FT/S&P  Index. 

B.  Disclosure 

The  Commission  believes  that  the 
Exchange’s  proposal  should  ensure  that 
investors  have  information  that  will 
allow  them  to  be  adequately  apprised  of 
the  t^ms,  characteristics,  and  risks  of 
trading  Units,  including  CBs.2«  As  noted 
above,  all  Unit  investors,  including 
investors  purchasing  CBs  in  the 
secondary  market  at  the  CHX  pursuant 
to  UTP,  will  receive  a  prospectus 
regarding  the  product.  Because  Units, 
including  CBs  trading  on  the  CHX 
pursuemt  to  UTP,  will  be  in  continuous 
distribution,  the  prospectus  delivery 
requirements  of  ^e  Securities  Act  of 
1933  will  apply  both  to  initial  investors, 
and  to  all  investors  purchasing  such 
securities  in  the  secondary  market  at  the 
CHX.  The  prospectus  will  address  the 
special  characteristics  of  a  particular 
Unit,  including  a  statement  regarding 
that  Unit’s  redeemability,  and  methc^  of 
creation.  With  respect  to  CBs,  the 
prospectus  will  state  specifically  that 
CBs  individually  are  not  redeemable. 

The  Commission  also  notes  that  upon 
the  initial  listing  of  or  extension  of 
unlisted  trading  privileges  to  any  class 
of  Units,  including  CBs,  the  Exchange 
will  issue  a  circular  to  its  members 
explaining  the  unique  characteristics 
and  risks  of  this  type  of  security.  The 
circular  will  note  that  before  an 
Exchange  member  undertakes  to 
recommend  a  transaction  in  Units,  it 
should  make  a  determination  that  it  is 
in  compliemce  with  applicable  rules  of 
other  self-regulatory  organizations  of 
which  it  is  a  member,  including 
apphcable  suitability  and  know-your- 


“The  actual  components,  ccnnponent 
capitalization,  and  component  weightings  for  each 
series  as  of  December  29, 1995,  were  submitted  as 
part  of  a  Form  N-1 A  registration  statement  of  The 
CountryBaskets  Index  Fund,  Inc.  under  the 
Securities  Act  of  1933  and  the  Investment  Company 
Act  of  1940.  Registration  Nos.  33-85710;  811-8734. 

2*The  CHX  states  that  it  may,  in  the  future,  seek 
to  obtain  an  exemption  from  the  prospectus 
delivery  requirement  with  respect  to  Units  trading 
on  the  Exchange.  In  the  event  it  obtains  such  an 
exemption,  the  Exchange  will  discuss  with 
Commission  staff  the  appropriate  level  of  disclosure 
that  should  be  required  with  resp>ect  to  the  Units 
being  listed,  and  will  file  any  necessary  rule  change 
to  provide  for  such  disclosure. 
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customer  rules.  The  circular  also  will 
address  members’  responsibility  to 
deliver  a  prospectus  to  all  investors  as 
well  as  highlight  the  characteristics  of 
purchases  in  Units,  including  CBs, 
including  that  they  only  are  redeemable 
in  Creation  Unit  size  aggregations. 

C.  Trading  of  CBs 

The  Commission  finds  that  adequate 
rules  and  procedures  exist  to  govern  the 
trading  of  Units,  including  the  trading  of 
CBs  by  the  CHX  piirsuant  to  UTP.  In 
this  regard,  the  Commission  notes  that 
Units  are  deemed  equity  securities 
subject  to  CHX  rules  applicable  to  the 
trading  of  equity  securities. 

Accordingly,  the  Exchange’s  existing 
general  rules  that  cmrently  apply  to  the 
trading  of  equity  seciirities  also  will 
apply  to  Units,  including  CBs.  These 
rules  include  those  governing:  the 
auction  market  (including  trading  halt 
provisions  pursuant  to  CHX  Article  IX, 
Rule  lOA);  priority,  parity  and 
precedence  of  orders;  members  dealing 
for  their  own  accounts;  specialist,  odd- 
lot  broker,  and  registered  trader 
responsibilities;  handling  of  orders  and 
reports;  publications  of  transactions  and 
changes;  comp€uisons  and  exchange  of 
contracts;  marking  to  the  market; 
settlement  of  contracts;  dividends, 
interests,  and  rights;  reclamations; 
closing  contracts;  and  lending 
securities.30  The  CHX  also  will  consider 
suspending  trading  in  a  series  of  Units 
if  it  deems  that  an  event  or  condition 
exists  that  makes  further  dealings  on  the 
Exchange  inadvisable. 

In  addition,  the  Exchange  has 
proposed  specific  listing  and  delisting 
criteria  to  accommodate  the  trading  of 
Units.  These  criteria  should  help  to 
ensure  that  a  minimum  level  of  liquidity 
will  exist  in  each  series  of  Units  to 
allow  for  the  meuntenance  of  fair  and 
orderly  markets.  The  delisting  criteria 
also  allows  the  Exchange  to  consider  the 
suspension  of  trading  and  the  delisting 
of  a  series  of  Units,  including 
suspending  trading  in  CBs  traded  on  the 
Exchange  pursuant  to  UTP,  if  an  event 
were  to  occur  that  made  further  dealings 
in  such  securities  inadvisable.  This  will 
give  the  Exchange  flexibility  to  suspend 
trading  and  delist  Units,  if 
circiunstances  warrant  such  action.  For 
example,  as  noted  above,  suspending 
trading  in  CBs  might  be  appropriate  if 
Telesphere  no  longer  were  able  to 
calculate  indicative  values,  and  no 
acceptable  alternative  arrangements 
could  be  fovmd.^^  In  addition,  as  noted 
above,  in  the  imlikely  event  that  CBs 
bficome  a  surrogate  for  trading  a  single 
or  few  securities,  such  an  event  could 


^  See  CHX  Rules,  Parts  n  &  m  passim. 
>>  See  supra  note  19. 


raise  issues  piusuant  to  the  Act  that 
would  require  suspending  trading  in 
CBs  so  as  to  ensure  compliance  with  the 
Act.32  Accordingly,  the  Commission 
believes  that  the  rules  governing  the 
trading  of  Units  provide  adequate 
safeguards  to  prevent  manipulative  acts 
and  practices  and  to  protect  investors 
and  the  public  interest. 

D.  Indicative  Indices 

The  Commission  believes  that  given 
that  the  NYSE  is  disseminating  the 
indicative  values  for  the  nine  Indices 
upon  which  CBs  are  based,  investors  are 
provided  with  timely  and  accurate 
information  concerning  the  value  of  the 
FT/S&P.  The  Commission  understands 
that  the  information  is  disseminated 
through  the  facilities  of  the  CTA  and 
will  reflect  currently-available  stock 
price  information.  Moreover,  it  is 
calculated  based  upon  the  same  pricing 
algorithm  and  methodology  used  by  the 
FT/S&P  calculators  and  is  disseminated 
every  30  seconds  during  the  regular 
NYSE  trading  day.^a  In  addition,  since 
it  is  expected  that  the  market  value  of 
the  CBs  will  closely  track  the 
performance  of  the  applicable  FT 
Index,^'*  the  Commission  believes  that 
the  indicative  values  provide  investors 
with  adequate  information  to  determine 
the  intra-day  value  of  a  given  CB 
series.25 

E.  Specialists 

The  Commission  finds  that  it  is 
consistent  with  the  Act  to  allow  a 
specialist  registered  in  a  security  issued 
by  an  Investment  Company  to  purchase 
or  redeem  the  listed  security  from  the 
issuer  as  appropriate  to  facilitate  the 
maintenance  of  a  fair  and  orderly 
market  in  that  security.  The 
Commission  believes  that  such  market 
activities  should  enhance  liquidity  in 
such  securities  and  facilitate  a 
specialist’s  market-making 
responsibilities.  In  addition,  because  the 
specialist  only  will  be  able  to  piurchase 
and  redeem  Units  on  the  same  terms 
and  conditions  as  any  other  investor 
(and  only  at  NAV),  and  Creation 


s*  See  note  17,  supra. 

See  Securities  Exchange  Act  Release  No.  36923, 
supra  note  11. 

See  Form  N-IA,  supra  note  28.  Each  C3  series 
is  required  to  invest  the  largest  proportion  of  its 
assets  as  is  practicable,  and  in  any  event  at  least 
95%  of  its  net  assets,  in  the  securities  of  the 
corresponding  FT/SftP  Index,  and  the  weighting  of 
the  portfolio  securities  of  each  CB  series  should 
substantially  correspond  to  their  proportional 
representation  in  the  relevant  FT/S&P  Index.  Id. 

In  addition,  each  series  calculates  its  NAV  per 
share  at  the  close  of  the  regular  trading  session  for 
the  NYSE  on  each  day  that  the  NYSE  is  open  for 
business.  NAV  generally  will  be  based  on  the  last 
quoted  sales  price  on  the  securities  exchange  or 
national  securities  market  on  which  a  given  series’ 
component  securities  are  quoted.  Id. 


Transactions  must  occur  through  the 
distributor  and  not  directly  with  the 
issuer,  the  Commission  believes  that 
concerns  regarding  potential  abuse  are 
minimized.  As  noted  below,  the 
Exchange’s  existing  surveillance 
procedures  also  should  ensure  that  such 
piurchases  are  only  for  the  purpose  of 
maintaining  fair  and  orderly  markets, 
and  not  for  any  other  improper  or 
speculative  purposes.  Finally,  the 
Commission  notes  that  its  approval  of 
this  aspect  of  the  Exchange’s  rule 
proposal  does  not  address  any  other 
requirements  or  obligations  imder  the 
federal  securities  laws  that  may  be 
applicable.*® 

F.  Surveillance 

The  Commission  believes  that  the 
CHX’s  existing  surveillance  procedures 
should  be  adequate  to  address  any 
concerns  associated  with  specialists 
purchasing  and  redeeming  Creation 
Units.  The  Exchange  has  represented 
that  its  existing  surveillance  procedures 
should  allow  it  to  identify  situations 
where  specialists  purchase  or  redeem 
Creation  Units  to  ensure  compliance 
with  the  rule.*2 

G.  Scope  of  the  Commission’s  Order 

The  Commission  is  approving  in 
general  the  Exchange’s  proposed  listing 
and  delisting  standards  for  Units 
representing  an  interest  in  an 
Investment  Company  that  would  hold  a 
Fund  Basket,  and  specifically  the 
Exchange  proposal  to  trade  the  nine 
series  of  CountryBaskets  described 
herein  pursuant  to  UTP.  The 
Commission  notes  that  Rule  12f-5 
under  the  Act  requires  that  a  national 
securities  exchange  not  extend  imlisted 
trading  privileges  to  any  security  imless 
it  has  in  effect  a  rule  or  rules  providing 
for  transactions  in  the  class  or  type  of 
security  to  which  the  exchange  extends 
imlisted  trading  privileges.*®  The 
Commission  believes  that  the 
Exchange’s  proposed  listing  standards 
for  Units  are  consistent  with  this 
requirement  and  will  {tllow  the  CHX  to 
trade,  pursuant  to  UTP,  the  nine  CBs 
currently  trading  on  the  NYSE.  Other 
similarly  structured  products  would 
require  review  by  the  Commission 
pursuant  to  Section  19(b)  of  the  Act 
prior  to  being  listed  on  the  CHX  or 


’•The  Commission  notes  that  with  respect  to  CBs, 
broker  dealers  and  other  persons  are  cautioned  in 
the  prospectus  and/or  the  Fund’s  statement  of 
additional  information  that  some  activities  on  their 
part  may,  depending  on  the  circumstances,  result  in 
their  being  deemed  statutory  underwriters  and 
subject  them  to  the  prospectus  delivery  and  liability 
provisions  of  the  Securities  Act  of  1933. 

Letter  firom }.  Craig  Long,  Foley  &  Lardner,  to 
Sharon  Lawson.  Senior  Special  Counsel,  QMS, 
Division,  dated  June  22, 1996. 

’•17CFR240.12f-5. 
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traded  pursuant  to  UTP.  Moreover,  CBs 
based  on  FY/S&P  Indices  not  described 
herein,  would  require  consultation  with 
the  Conunission  as  to  whether  a  filing 
pursuant  to  Section  19(b)  of  the  Act  is 
required  prior  to  being  listed  on  the 
Exchange,  or  traded  pursuant  to  UTP. 

The  Conunission  finds  good  cause  for 
approving  Amendment  No.  2  prior  to 
the  thirtieth  day  after  the  date  of 
publication  of  notice  of  filing  thereof  in 
the  Federal  Register.  Amendment  No.  2 
amends  Interpretation  and  Policy  .01  of 
Article  XXVIII,  Rule  23  to  require  that 
the  Japan  Series  have  a  minimum  of 
500,000  CBs  outstanding  prior  to  the 
commencement  of  trading  on  the 
Exchange.  As  discussed  above,  ClIX 
must  have  listing  standards  comparable 
to  those  of  the  primary  exchange  on 
which  the  security  is  traded.  The 
Commission  notes  that  this  Amendment 
brings  CHX’s  listing  standards  into 
conformity  with  those  of  the  NYSE. 
Accordingly,  the  Commission  does  not 
believe  Amendment  No.  2  raises  any 
new  or  unique  regulatory  issues. 
Therefore,  the  Commission  believes  it  is 
consistent  with  Sections  6(b)(5)  and 
19(b)(2)  of  the  Act  to  approve 
Amendment  No.  2  to  the  proposal  on  an 
accelerated  basis. 

rv.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  Amendment  No. 
2.  Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Secxuities  emd  Exchange 
Commission,  450  Fifth  Street,  N.W., 
Washington,  D.C.  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  fi:om  the 
pubhc  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  at 
the  Commission’s  Public  Reference 
Section,  450  Fifth  Street,  N.W., 
Washington,  D.C.  20549.  Copies  of  such 
filing  will  also  be  available  for 
inspection  and  copying  at  the  principal 
office  of  the  CHX.  All  submissions 
should  refer  to  the  file  number  in  the 
caption  above  and  should  be  submitted 
by  September  18, 1996. 

V.  Conclusion 

For  the  reasons  discussed  above,  the 
Commission  finds  that  the  proposal,  as 
amended,  is  consistent  with  the  Act, 
and,  in  particular,  Section  6  of  the  Act. 


It  is  therefore  ordered,  pursuemt  to 
Section  19(b)(2)  of  the  Act.^a  that  the 
proposed  rule  change  (File  No.  SR- 
CHX-96-12),  as  amended  is  approved. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority.*® 

Margaret  H.  McFarland, 

Deputy  Secretary. 

IFR  Doc.  96-21890  Filed  8-27-96;  8:45  am) 
BILUNQ  CODE  801(M)1-M 


[Release  No.  34-37590;  File  No.  SR-PSE- 
96-28] 

Self-Regulatory  Organizations;  Notice 
of  Filing  of  Proposed  Rule  Change  by 
the  Pacific  Stock  Exchange 
Incorporated  Relating  to  Its  Rule  on 
the  Evaluation  of  Its  Equity  Specialists 

August  21, 1996. 

Pursuant  to  Section  19(b)(1)  of  the 
Secvuities  Exchange  Act  of  1934 
(“Act”),  15  U.S.C.  78s(b)(l),  notice  is 
hereby  given  that  on  August  18, 1996, 
the  Pacific  Stock  Exchange  Incorporated 
(“PSE”  or  “Exchange”)  filed  wdth  the 
Securities  and  Exchange  Commission 
(“Commission”)  the  proposed  rule 
change  as  described  in  Items  I,  II,  and 
III  below,  which  Items  have  been 
prepared  by  the  self-regulatory 
organization.  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 

/.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  is  proposing  to  adopt  a 
pilot  program  amending  its  rule  on  the 
evaluation  of  its  equity  specialists. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  die  Proposed  Rule 
Change 

In  its  fling  writh  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of 
and  basis  for  the  proposed  rule  chemge 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  self-regulatory  organization  has 
prepared  summaries,  sef  forth  in 
Sections  A,  B,  and  C  below,  of  the  most 
significant  aspiects  of  such  statements. 


39  15  U.S.C.  78s(b)(2)  (1988). 
■“17  CFR  200.30-3(a)(12). 


A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

The  Exchange  is  proposing  to  adopt  a 
pilot  program  amending  its  rule  relating 
to  specialists  evaluations  for  a  nine 
month  period  fi-om  October  1, 1996  to 
June  30, 1997.  Currently,  PSE  Rule 
5.37(a)  provides  that  the  Equity 
Allocation  Committee  (“EAC”)  shall 
evaluate  all  registered  specialists  on  a 
quarterly  basis  and  that  each  registered 
speciaUst  shall  receive  an  overall 
evaluation  rating  based  on  the  followring 
three  measures  of  performance:  (1) 
Specialist  Evaluation  Questionnaire 
Survey  (“Questionnaire”);  (2)  SCOREX 
Limit  Order  Acceptance  Performance; 
and  (3)  National  Market  System  Quote 
Performance. 

The  Exchange  is  proposed  to  modify 
PSE  Rule  5.37(a)  by  adding  three  new 
measures  of  performance  and 
eliminating  one  measure  of 
performance.  The  new  measures  are:  (1) 
Executions;  (2)  Book  Display  Time;  and 
(3)  Post  1-P.M.  Parameters.  The 
Exchemge  is  also  proposing  to:  add  more 
questions  to  the  Questioimaire  and  to 
expand  the  National  Market  System 
Quote  Performance  measure  (for  the 
nine  month  pilot,  this  criterion  will  be 
referred  to  as  “Quote  Performance”)  ^  to 
include  a  performance  measure  for 
bettering  the  quote.  In  addition,  the 
Exchange  is  proposing  to  eliminate 
SCOREX  Limit  Order  Acceptance 
Performance  as  a  measiue  of  specialist 
performance.  The  Exchange’s  new  rule 
for  the  evaluation  of  specialists  wrill 
therefore  consist  of  five  separate 
measures  of  performance,  as  specified 
below: 

a.  Executions.  This  category,  on 
which  50%  of  each  specialist  evaluation 
is  based,  consists  of  four  subcategories: 
(a)  Turnaround  Time;  (b)  Holding 
Orders  Without  Action;  (c)  Trading 
Between  the  Quote;  and  (d)  Executions 
in  Size  Greater  Than  BBO. 

“Tumaroimd  Time”  calculates  the 
average  number  of  seconds  for  all 
eligible  orders  up  to  1,099  shares  based 
upon  the  number  of  seconds  between 
the  receipt  of  a  market  or  marketable 
limit  order  in  P/COAST  and  the 
execution,  partial  execution,  stopping, 
or  cancellation  of  the  order.  An  order 
that  is  moved  fi’om  the  auto-ex  screen  to 
the  manual  screen  wall  acciunulate  time 
until  it  is  executed,  partially  executed, 
stopped,  or  canceled.  'This  measurement 
begins  after  the  stock  opens  for  the  day 
on  the  primary  market.  Only  those 
orders  received  by  P/COAST  after  the 


3  See  infra  text  accompanying  note  4. 
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stock  opens  will  be  counted.  If  there  is 
a  trading  halt  or  period  when  the  P/ 
COAST  system  is  experiencing 
problems,  Tumaroimd  Time  will  not  be 
included  for  those  blocks  of  time.  A 
specialist  will  be  awarded  points  based 
on  the  average  niunber  of  seconds 
between  the  receipt  of  eligible  market  or 
marketable  limit  orders  and  any  of  the 
actions  specified  above  being  taken 
upon  such  orders.  This  category  will 
count  for  15%  of  the  overall  score.  The 
parameter  ranges  and  corresponding 
points  for  Tumarovmd  Time  are  listed 


“Trading  Between  the  Quote” 
measures  die  number  of  market  and 
marketable  limit  orders  that  are 
executed  between  the  best  primary 
market  bid  and  ofier.  For  this  criterion 
to  count  toward  the  overall  evaluation 
score,  ten  orders  or  more  must  have 
been  executed  during  the  quarter  the 
specialist  is  being  evaluated.  If  less  than 
ten  orders  are  executed,  this  criterion 
will  not  be  counted  and  the  rest  of  the 
evaluation  criteria  will  be  given  more 
wei^t. 

V\men  a  market  or  marketable  limit 
order  is  executed,  the  execution  price  is 
compared  to  the  primary  bid  and  ofier. 

The  specialist  will  be  awarded  points 
based  on  the  percentage  of  orders  the 

specialist  receives  that  are  executed  Percent  of  orders  peirameter  range 

between  the  primary  bid  and  offer.  If  the 
execution  price  falls  between  the 
primary  bid  and  the  primary  offer,  the 
5  trade  is  coimted  as  one  that  traded 
4  between  the  quote  at  the  time  of 
3  execution.  Each  time  a  trade  is 
^  executed,  the  primary  market  quote  will 
Q  be  noted.  If  the  spread  of  that  quote  is 
_  two  or  more  trading  fractions  apart,  that 
trade  will  count  as  one  eligible  for  the 
comparison  of  the  execution  price  to  the 
quote.  If  there  is  a  trading  halt  or  period 
when  the  P/COAST  system  is 
experiencing  problems,  those  blocks  of 
time  will  not  be  included  in  the  Trading 
Between  the  Quote  calculation. 

This  category  will  coimt  for  10%  of 
the  overall  score.  The  parameter  ranges 
and  corresponding  points  for  Trading 
Between  the  Quote  are  listed  below: 


time  will  not  be  included  in  the 
Executions  in  Size  Greater  Than  BBO 
calculation.  For  this  criterion  to  count 
toward  the  overall  evaluation  score,  ten 
orders  or  more  must  have  been  executed 
during  the  quarter  the  specialist  is  being 
evaluated.  If  less  than  ten  orders  are 
executed,  this  criterion  will  not  be 
coimted  and  the  rest  of  the  evaluation 
criteria  will  be  given  more  weight. 

The  specialist  will  be  awarded  points 
based  on  the  percentage  of  orders  that 
are  executed  that  exce^  the  BBO  size. 
This  category  will  count  for  10%  of  the 
overall  score.  The  parameter  ranges  and 
corresponding  points  for  Executions  In 
Size  Greater  than  BBO  are  listed  below: 


Points 


Number  of  seconds  parameter  range 


1-8  .... 
9-10  .. 
11-12 
13-14' 
15-16 
17-18 
T9-20 
21-22 
23-24 
25-26 
27+  ... 


Points 


98-100  . 

95-97.999 
92-94.999 
89-91.999 
86-88.999 
83-85.999 
80-82.999 
77-79.999 
74-76.999 
71-73.999 
0-70.999  . 


“Holding  Orders  Without  Action” 
measures  ^e  number  of  market  and 
marketable  limit  orders  up  to  10,099 
shares  that  are  held  without  action  for 
greater  than  25  seconds.  As  in  the 
Turnaround  Time  calculation,  a 
cancellation,  a  stop,  an  execution,  or 
partial  execution  stops  the  clock.  This 
measurement  begins  after  the  stock 
opens  for  the  day  on  the  primary 
market.  Only  those  orders  received  by 
P/COAST  after  the  stock  opens  will 
counted.  If  there  is  a  trading  halt  or 
period  when  the  P/COAST  system  is 
experiencing  problems,  those  blocks  of 
time  will  be  excluded  from  the  Holding 
Orders  Without  Action  calculation.  The 
specialist  will  be  awarded  points  based 
on  the  percentage  of  orders  that  are  held 
under  the  established  time  period.^  This 
category  will  count  for  15%  of  the 
overall  score.  The  parameter  ranges  and 
corresponding  points  for  Holding 
Orders  Without  Action  are  listed  below: 


b.  Specialist  Evaluation  Questionnaire 
Survey.  The  Questionnaire  is  filled  out 
by  equity  floor  brokers  on  a  quarterly 
basis.  The  Questionnaire  responses  will 
count  for  15%  of  the  overall  score.  Each 
question  in  the  Questionnaire  has  a 
possible  rating  of  1  to  10.  Each  question 
will  be  weighted  equally  and  will  count 
for  1.875%  of  the  overall  evaluation 
score. 

The  Questionnaire  currently  solicits 
from  floor  brokers  ratings  in  the 
9  following  categories:  the  quality  of 
8  markets  maintained  by  the  specialist; 

7  the  specialist’s  effectiveness  in  his  (her) 
^  handling  of  orders;  communication;  and 
^  the  specialist’s  handling  of  clerical  and 
3  administrative  matters.  The 
2  Questionnaire  will  be  expanded  to 
1  solicit  firom  floor  brokers  ratings  on  the 
0  specialist’s:  handling  of  manual  orders 
“  for  a  size  greater  than  that  provided  for 
in  the  BBO;  failure  trade  on  displayed 
quotes;  representation  of  the  broker’s 
orders  in  his  (her)  quotes;  and 
facilitation  of  crosses, 
t  The  new  questions  proposed  to  be 
added  to  the  Questionnaire  are  the 
following:  Does  the  specialist  handle 
manual  orders  firom  floor  brokers  for 
n  greater  than  the  BBO  size?  Does  the 
specialist  fail  to  trade  on  his  (her) 
displayed  quotes?;  Does  the  specialist 
adequately  represent  brokers’  orders  in 
s  the  quotes?;  and  Does  the  specialist 
allow  for  each  facilitation  of  crosses? 

c.  Book  Display  Time.  This  criterion 
i  calculates  the  percentage  of  the  book 

experiencing  problems,  those  blocks  of  shares  at  the  best  price  in  the  book  that 


Percent  of  orders  parameter  range  Points 


51+  ... 
46-60 
41-45 
36-40 
31-35 
26-30 
21-25 
16-20 
11-15 
5-10  . 
0-4  ... 


Percent  of  orders  parameter  range  Points 


1-3  ... 
4-6  ... 
7-9  ... 
10-12 
13-15 
16-18 
19-21 
22-24 
25-27 
28-30 
31+  ... 


a  specialist  will  receive  fewer  points  the 
larger  the  percentage  of  orders  that  he  (she)  holds 
for  greater  than  25  seconds. 
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are  displayed  in  the  specialist’s  quote, 
by  symbol,  and  the  duration  of  time  that 
each  percentage  is  in  effect.  This 
criterion  rates  the  P/COAST  book 
displayed  100%  of  the  time.  The  sizes 
of  all  open  buy  limit  orders  at  the  best 
price  for  the  symbol  in  the  specialist’s 
book  will  be  totaled  and  compared  to 
the  bid  size  quote.  The  sizes  of  all  open 
sell  limit  orders  at  the  best  price  for  the 
symbol  in  the  book  will  be  totaled  and 
compared  to  the  offer  size  quote.  This 
will  be  done  for  each  symbol  traded  by 
the  speciaUst,  and  only  for  those  orders 
priced  within  the  primary  quote.  Limit 
orders  in  the  book  which  are  priced 
beyond  the  primary  quote  will  not  be 
included;  they  will  not  be  executed 
imtil  they  reach  the  price  in  the  primary 
quote,  so  the  specialist  should  not  be 
required  to  cover  them  in  his  (her)  quote 
sizes. 

The  specialist  will  be  awarded  points 
on  the  basis  of  the  percentage  of  the 
book  that  the  speciaUst  displays.  This 
category  wiU  coimt  for  15%  of  the 
overall  score.  The  parameter  ranges  and 
corresponding  points  for  Book  Display 
Time  are  Usted  below: 


Percent  of  book  parameter  range 


Points 


80+  ... 
75-79 
70-74 
65-69 
60-64 
55-59 
50-54 
45-49 
40-44 
35-39 
5-34  . 


10 

9 

8 

7 

6 

5 

4 

3 

2 

1 

0 


d.  Post-1  P.M.  Parameters.  This 
criterion  measures  the  speciaUst’s  quote 
performance  in  the  post-1  p.m.  (Pacific 
Time)  auction  market  (“Extended 
Trading  Session’’).^  The  Post-T.  P.M. 
Parameters  criterion  has  the  following 
featines: 

1.  Specialists’  activity  is  recorded  in 
post-1  p.m.  files,  where  there  is  one 
record  for  each  quote  and  trade  per  post 
and  symbol  as  they  occur  during  the 
extended  trading  session. 

'  2.  SpeciaUsts  are  not  subject  to  the 
post-1  p.m.  quote-spread  parameters 
until  after  1:10  p.m.  This  allows  the 
specialists  time  to  do  any  primary 
market  runoff  business  that  is  necessary. 

3.  The  specialist’s  quote  prices  in 
effect  ten  minutes  past  the  beginning  of 
the  Extended  Trading  Session  must  be 
within  the  defined  number  of  trading 
fractions  of  the  primary  closing  quote. 

A.  If  the  primary  exchange  is  the 
NYSE,  and  the  primary  bid  price  at 


^The  PSE’s  Extended  Trading  Session  is  an 
auction  market  trading  session  that  runs  from  1:00- 
1:50  p.m.  (Pacific  Time). 


closing  on  that  day  for  the  stock  is 
imder  $1.00,  the  trading  fi:nction  is  Vis; 
if  the  price  is  at  or  over  $1.00,  it  is  Vs. 

B.  If  the  primary  exchange  is  the 
Amex,  and  the  primary  bid  price  at 
closing  on  that  day  for  the  stock  is 
under  $10.00,  the  trading  fi'action  is  Vis; 
if  th^rice  is  at  or  over  $10.00,  it  is  Vs. 

4.  Ine  speciaUst’s  quote  sizes  in  effect 
ten  minutes  past  the  beginning  of  the 
Extended  Trading  Session  must  be  500 
shares  or  more  if  the  primary  bid  price 
is  less  than  $50.00,  or  200  shares  if  the 
primary  bid  price  is  $50.00  or  more. 

5.  The  specialist’s  quote-spread 
parameters  must  apply  to  a  minimum  of 
25%  of  the  stocks  traded  at  the  post  to 
receive  full  credit  on  the  evaluation  (i.e., 
10  points). 

6.  If  the  speciaUst  executes  any  trades 
after  ten  minutes  of  the  Extended 
Trading  Session  and  they  are  priced 
within  the  allowable  trading  fraction  of 
the  primary  closing  quote  price,  the 
quantity  of  the  trade  is  deducted  from 
the  required  quote  size. 

7.  If  the  specialist  changes  his  (her) 
quote  at  any  time  on  the  same  day  for 
that  symbol  while  the  required  quote 
size  is  not  zero,  his  (her)  quote  price 
must  be  within  the  allowable  trading 
fraction  £rom  the  primary  closing  bid 
price  and  his  (her)  quote  size  must  be 
at  least  the  remaining  quote  size 
required  (as  adjusted  for  trades,  as 
explainid  in  item  6).  If  either  the  price 
or  size  on  either  side  of  the  quote  for 
that  sjmibol  does  not  comply,  the 
symbol  is  not  counted  as  adhering  to  the 
parameters  for  that  day. 

8.  If,  at  the  end  of  the  Extended 
Trading  Session,  the  required  quote  size 
is  still  not  zero  (after  adjusted  for  trades) 
for  bid  euid/or  ask,  but  the  speciaUst  has 
complied  with  the  quote  price  and  size 
guidelines  on  both  bid  and  ask,  the 
symbol  is  coimted  as  one  that  adhered 
to  the  parameters. 

This  category  will  covmt  for  10%  of 
the  overall  score.  The  parameter  ranges 
and  corresponding  points  for  Post-1 
P.M.  Parameters  are  listed  below: 


Percent  of  book  parameter  range 

Points 

25+ . 

10 

22-24.999  . 

9 

19-21.999  . 

8 

16-18.999  . 

7 

13-15.999  . 

6 

10-12.999  . 

5 

7-9.999  . . . 

4 

4-6.999  . 

3 

0-3.999  . . . 

0 

e.  Quote  Performance.  This  category, 
on  which  10%  of  each  speciaUst 
evaluation  is  based,  consists  of  two 
subcategories:  (a)  Equal  or  Better  Quote 
Performance;  and  (b)  Better  Quote 
Performance. 


“Equal  or  Better  Quote  Performance” 
calculates  for  each  issue  traded,  the 
percentage  of  time  in  which  a 
specialist’s  bid  or  offer  is  equal  to  or 
better  than  the  primary  market  quote 
with  a  500-share  market  size  or  the 
primary  market  size,  whichever  is  less, 
with  a  200-share  minimiun.  This 
category  will  count  for  5%  of  the  overall 
score.  The  parameter  ranges  and 
corresponding  points  for  Equal  or  Better 
Quote  Performance  are  Usted  below: 


Percent  of  time  parameter  range 


Points 


40+  ... 
36-39 
32-35 
28-81 
24-27 
20-23 
16-19 
12-15 
8-11  . 
4-7  ... 
0-3  ... 


10 

9 

8 

7 

6 

5 

4 

3 

2 

1 

0 


“Better  Quote  Performance” 
calculates  for  each  issue  traded,  the 
percentage  of  time  in  which  a 
speciaUst’s  bid  or  offer,  is  better  than 
the  primary  quote  with  a  500-share 
market  size  or  the  primary  market  size, 
whichever  is  less,  with  a  200-share 
minimum.  This  category  will  count  for 
5%  of  the  overall  score.  The  parameter 
ranges  and  corresponding  points  for 
Better  Quote  Performance  are  Usted 
below: 


Percent  of  time  parameter  range 

’Points 

4+ . - . 

10 

3-3.999  . 

9 

2—2.999  . 

8 

1—1.999  . : . 

7 

0-0.999  . 

0 

The  Exchange  notes  that  the  pilot 
program  only  modifies  the  performance 
criteria  of  PSE  Rule  5.37(a). 
Consequently,  during  the  pilot  the  EAC 
will  evaluate  the  performance  of 
specialists  in  accordance  with  the 
standards  and  procedures  found  in  PSE 
Rule  5.37.  During  the  nine  month  pilot, 
the  Exchange  will  re-program  its 
computer  program  so  that  the  following 
three  criteria  are  based  upon  the 
national  best  bid  and  offer  instead  of  the 
primary  market  bid  and  offer:  Trading 
Between  the  Quote,  Book  Display  Time, 
and  Quote  Performance.^  Also,  during 
the  pilot,  the  Exchange  will  establish  an 
overall  passing  score  for  the 
performance  evaluation  as  well  as 
individual  passing  scores  for  each 
criterion.  The  exchange  will  file  a 
proposed  rule  change  with  the 
Commission  pursuant  to  Rule  19b-4  of 


♦  See  supra  note  1. 
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the  Act  that  will  include  these  changes 
by  May  1, 1997. 

2.  Statutory  Basis 

The  proposed  rule  change  is 
consistent  with  Section  6(b)(5)  of  the 
Act  5  in  that  it  is  designed  to  prevent 
fraudulent  and  manipulative  acts  and 
practices  and  to  perfect  the  mechanism 
of  a  free  and  open  market. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  die  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  from 
Members,  Participants,  or  Others 

Written  comments  on  the  proposed 
rule  change  were  neither  solicited  nor 
received. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Within  35  days  of  the  publication  of 
this  notice  in  the  Federal  Register  or 
within  such  longer  period  (i)  as  the 
Commission  may  designate  up  to  90 
days  of  such  date  if  it  finds  such  longer 
period  to  be  appropriate  and  publishes 
its  reasons  for  so  finding  or  (ii)  as  to 
which  the  self-regulatory  organization 
consents,  the  Commission  will: 

(A)  By  order  approve  the  proposed 
rule  change,  or 

(B)  Institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  he  disapproved. 

IV.  Solicitation  of  Comments 
Interested  persons  are  invited  to 

submit  written  data,  views,  and 
arguments  concerning  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 
Commission,  450  Fifth  Street,  N.W., 
Washington,  D.C.  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  at 
the  Commission’s  Public  Reference 
Section,  450  Fifth  Street,  N.W., 


*  15  U.S.C.  78f(b){5). 


Washington,  D.C.  20549.  Copies  of  such 
filing  will  also  be  available  for 
inspection  and  copying  at  the  principal 
office  of  the  Exchange.  All  submissions 
should  refer  to  File  No.  SR-PSE-96-28 
and  should  be  submitted  by  September 
18, 1996. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority. 

Margaret  H.  McFarland, 

Deputy  Secretary. 

[FR  Doc.  96-21891  Filed  8-27-96;  8:45  amj 
BILUNQ  CODE  8010-01-M 


[Release  No.  34-47593;  File  No.  SR-Phlx- 
96-32] 

Self-Regulatory  Organizations;  Notice 
of  Filing  of  Proposed  Rule  Change  by 
the  Philadelphia  Stock  Exchange,  Inc., 
Relating  to  Index  Option  Exercise 
Advices 

Pursuant  to  Section  19(b)(1)  of. the 
Securities  and  Exchange  Act  of  1934 
(“Act”) '  and  Rule  19h^  thereunder,^ 
notice  is  hereby  given  that  on  July  29, 
1996,  the  Philadelphia  Stock  Exchange, 
Inc.  (“Phbc”  or  “Exchange”)  filed  with 
the  Securities  and  Exchange 
Commission  (“Commission”)  the 
proposed  rule  change  as  described  in 
Items  I,  II,  and  III  below,  which  items 
have  been  prepcued  by  the  self- 
regulatory  organization.  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Phlx,  pursuant  to  Rule  19b-4  of 
the  Act,  proposes  to  amend  Exchange 
Rule  1042A,  Exercise  of  Option 
Contracts,  and  Floor  Procedure  Advice 
(“Advice”)  G-1,  retitled  Index  Option 
Exercise  Advice  Forms,  to  provide  that 
the  deadline  for  submitting  a 
memorandum  to  exercise  and  an 
exercise  advice  form  will  be  “no  later 
than  4:30  p.m.  or  fifteen  minutes  after 
the  close  of  trading,  if  trading  hours  are 
modified  or  extended  beyond  4:15  p.m.” 
Currently,  the  deadline  for  such 
submissions  is  “no  later  than  4:30  p.m.” 
In  addition,  the  Phlx  proposes  to  codify 
that  anyone  intending  to  exercise  index 
options  must  complete  a  memorand’im 
to  exercise  and/or  an  exercise  advice 
form  in  compliance  with  the  exercise 
cut-off  time  and  must  exercise  that 
amount  of  option  contracts  indicated  on 
such  forms. 


» 15  U.S.C.  78s(b)(l)  (1988). 
2 17  CFR  240.19b-4. 


II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self- regulatory  organization  included 
statements  concerning  the  purpose  of 
and  basis  for  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  chemge.  The  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  self-regulatory  organization  has 
prepared  summaries,  set  forth  in 
Sections  A,  B,  and  C  below,  of  the  most 
significant  aspects  of  such  statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

Exchange  Rule  104 2 A  and  Advice  G- 
1  govern  the  exercise  of  index  options.^ 
Specifically,  Exchange  Rule  1042A(a)(i) 
requires  that  a  memorandum  to  exercise 
any  American-style  index  option 
contract  must  be  received  or  prepared 
by  the  Phlx  member  organization  no 
later  than  4:30  p.m.  on  the  day  of 
exercise.  In  addition.  Exchange  Rule 
1042A(a)(ii)  requires  the  submission  of 
an  exercise  advice  form  to  the  Exchange 
no  later  than  4:30  p.m.  when  exercising 
American-style  index  option  contracts.^ 

In  this  regard,  the  Exchange  has 
attempted  to  create  a  level  playing  field 
eunong  option  investors  by  maintaining 
a  cut-off  time  to  ensure  that  all  exercise 
decisions  occur  promptly  after  the  close 
of  trading.  Consequently,  to  prevent 
fraud  and  imfaimess,  a  long  option 
holder  is  prohibited  from  exercising 
index  options  on  non-expiration  days 


^The  Exchange  notes  that  with  respect  to  index 
option  contracts,  clearing  members  are  also 
required  to  follow  the  procedures  of  the  Options 
Clearing  Corporation  (“OCC”)  for  tendering  exercise 
notices.  Exercise  notices  are  the  exercise 
instructions  required  by  OCC  and  are  distinct  from 
exercise  advices  which  are  required  by  Exchange 
rules. 

*  The  Phlx  notes  that  Exchange  Rule  1042A 
previously  allowed  the  submission  of  a 
memorandum  to  exercise  and  an  exercise  advice 
form  until  6ve  minutes  after  the  close  of  trading. 

See  Securities  Exchange  Act  Release  No.  32991 
(September  30, 1993),  58  FR  52337  (October  7, 

1993)  (File  No.  SR-Phlx-92-31).  Specifically,  the 
exercise  cut-off  time  for  narrow-based  index  options 
was  4:15  p.m.  or  frve  minutes  after  the  close  of 
trading,  and  for  broad-based  index  options  it  was 
4:20  pm  or  five  minutes  after  the  close  of  trading. 
When  the  exercise  cut-off  time  was  changed  to  4:30 
p.m.,  however,  the  language  “or  five  minutes  after 
the  close  of  trading”  was  deleted.  See  Securities 
and  Exchange  Act  Release  No.  37077  (April  5, 

1996),  61  FR  16156  (April  11. 1996)  (File  No.  Phbt- 
95-86).  As  such,  the  Phlx’s  current  proposal 
resurrects  this  concept. 
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based  on  information  obtained  after  the 
cut-off.® 

The  Exchange  currently  proposes  to 
amend  these  provisions  such  that  the 
exercise  cut-off  time  would  be  4:30  p.m. 
or  fifteen  minutes  after  the  close  of 
trading,  where  trading  hours  are 
modified  or  extended  beyond  4:15  p.m. 
For  instance,  on  certain  days  prior  to  a 
holiday,  the  Exchange  may  ce£ise  trading 
broad-based  index  options  at  1:15  p.m. 
Under  the  current  rude,  however,  the 
exercise  cut-off  time  would  remain  at 
4:30  p.m.,  regardless  of  when  trading 
ceas^.  In  comparison,  imder  the 
proposal,  the  exercise  cut-off  time  in  the 
above  example  would  change  to  1:30 
p.m. 

With  respect  to  trading  hours 
extending  beyond  4:15  p.m.,  the 
Exchange  notes  that  in  certain  situations 
a  trading  rotation  may  ocaur  after  the 
ordinary  4:10  or  4:15  p.m.  close  of 
trading.  For  instance,  if  a  halt  in  the 
trading  of  a  component  issue  causes  an 
index  option  to  Wt  trading,  and  if  the 
index  option  re-opens  at  4:00  p.m.,  an 
opening  rotation  may  need  to  be 
conducted.  Because  such  rotation  may 
result  in  extended  trading  hours,  the 
exercise  cut-off  time  under  the  proposal 
would  be  fifteen  minutes  after  the  end 
of  the  rotation.  In  this  manner,  a  cut-off 
of  fifteen  minutes  after  the  close  of 
trading  will  ensure  that  index  option 
traders  and  investors  have  adequate 
time  to  make  exercise  decisions. 

In  addition,  the  Exchange  proposes  to 
adopt  an  amendment  procedure  to 
facilitate  changes  in  exercise  decisions 
prior  to  the  cut-off  time.  The  amended 
exercise  advice  form  and  amendment 
procedure  should  add  certainty  to  the 
exercise  process  by  clarifying  how  a 
change  in  a  decision  to  exercise  should 
be  indicated  to  the  Exchange.  In  this 
manner,  when  amending  an  exercise 
decision,  a  new  exercise  advice  form 
must  be  filed  with  the  Exchange,  listing 
all  exercise  decisions,  not  just  the  one 
being  amended.  Omitting  one  series 
means  that  no  exercise  of  that  series  is 
intended  and  a  violation  of  the  rule 
occius  if  that  series  is  exercised. 
Further,  all  exercise  advice  forms, 

•  whether  original  or  those  amending 
previous  submissions,  must  be  filed 
prior  to  the  exercise  cut-off  time. 


>  Pursuant  to  Exchange  Rule  1042A(b),  however, 
these  requirements  are  not  applicable  on  the  last 
business  day  before  expiration,  generally  an 
“expiration  Friday.”  The  above  requirements  are 
also  not  applicabie  to  European-style  index  options 
which,  by  definition,  cannot  be  exercised  prior  to 
expiration.  Lastly,  the  Exchange  notes  that  the 
procedures  for  exercising  equity  option  contracts, 
contained  in  Exchange  Rule  1042,  are  not  affected 
by  this  rule  proposaL 


2.  Statutory  Basis 

The  Phlx  believes  that  its  proposal  is 
consistent  with  Section  6(b)  of  the  Act, 
in  general,  and  furthers  the  objectives  of 
Se^on  6(b)(5),  in  paiticular,  in  that  it 
is  designed  to  promote  just  and 
equitable  principles  of  trade,  prevent 
fraudulent  and  manipulative  acts  and 
practices,  to  foster  cooperation  and 
coordination  with  persons  engaged  in 
regulating,  clearing,  settling,  and 
processing  information  wi^  respect  to 
seciuities,  as  well  as  to  protect  investors 
and  the  public  interest,  by  allowing  a 
reasonable  amount  of  time  to  submit  an 
exercise  decision  when  trading  hours 
are  modified  or  extended. 

B.  Self-Regulatory  Organization’s 
Statement  on  Bruden  on  Competition 

The  self-regulatory  organization  does 
not  believe  that  the  proposed  rule 
change  will  impose  any  inappropriate 
burden  on  competition. 

C.  Self-Regulatory  Organization's 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

Comments  were  neither  solicited  nor 
received  with  respect  to  the  proposed 
rule  change. 

m.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Tuning  for 
Conunissiim  Action 

Within  35  days  of  the  publication  of 
this  notice  in  the  Federal  Register  or 
within  such  longer  period  (i)  as  the 
Commission  may  designate  up  to  90 
days  of  such  date  if  it  finds  such  longer 
period  to  be  appropriate  and  publishes 
its  reasons  for  so  finding,  or  (ii)  as  to 
which  the  self-regulatory  organization 
consents,  the  Commission  will: 

A.  By  order  approve  the  proposed  rule 
change,  or 

B.  Institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

IV>  Solicitation  of  Conunents 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing. 
Persons  making  written  submissions 
should  file  six  copies  thereof  with  the 
Secretary,  Securities  and  Exchange 
Commission,  450  Fifth  Street,  N.W., 
Washington,  D.C.  20549.  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
changes  that  are  fil^  with  the 
Commission,  and  all  written 
commimications  relating  to  the 
proposed  rule  changes  Iratween  the 
Commission  and  any  person,  other  than 
those  that  may  be  wit^eld  from  the 
public  in  accordance  with  the 


provisions  of  5  U.S.C.  §  552,  wil  be 
available  for  inspection  and  copying  at 
the  Commission’s  Public  Reference 
Section,  450  fifth  Street,  N.W., 
Wa.shington,  D.C.  20549.  Copies  of  such 
filings  also  will  be  available  for 
inspection  and  copying  at  the  principal 
office  of  the  Phlx.  All  submissions 
should  refer  to  File  No.  SR-Phlx-96-32 
and  should  be  submitted  by  September 
18, 1996. 

For  the  Commission,  by  the  Division  of 
Market  Regulation,  pursuant  to  delegated 
authority." 

Margaret  H.  McFarland, 

Deputy  Secretary. 

[FR  Doc.  96-21888  Filed  8-27-96;  8:45  am] 
BILLMQ  CODE  a01(M>1-M 


COMMITTEE  FOR  THE 
IMPLEMENTATION  OF  TEXTILE 
AGREEMENTS 

Adjustment  of  Import  Limits  for  Certain 
Cotton  and  Man-Made  Fiber  Textile 
Products  Produced  or  Manufactured  in 
Bangiadesh 

August  22, 1996. 

AGENCY:  Committee  for  the 
Implementation  of  Textile  Agreements 
(CITA). 

action:  Issuing  a  directive  to  the 
Commissioner  of  Customs  adjusting 
limits. 


EFFECTIVE  DATE:  August  26. 1996. 

FOR  FURTHER  INFORMATION  CONTACT:  Ross 
Arnold,  International  Trade  Specialist, 
Office  of  Textiles  and  Apparel,  U.S. 
Department  of  Commerce,  (202)  482- 
4212.  For  information  on  the  quota 
status  of  these  limits,  refer  to  the  Quota 
Status  Reports  posted  on  the  bulletin 
boards  of  each  Customs  port  or  call 
(202)  927-5850.  For  information  on 
embargoes  emd  quota  re-openings,  call 
(202) 482-3715. 

SUPPLEMENTARY  INFORMATION: 

Authority:  Executive  Order  11651  of  March 
3, 1972,  as  amended;  section  204  of  the 
Agricultural  Act  of  1956,  as  amended  (7 
U.S.C  1854);  Uruguay  Round  Agreements 
Act. 

The  current  limits  for  certain 
categories  are  being  adjusted,  variously, 
for  swing  and  carryforward. 

A  description  of  the  textile  and 
apparel  categories  in  terms  of  HTS 
numbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 
Categories  with  the  Harmonized  Tariff 
Schedule  of  the  United  States  (see 
Federal  Register  notice  60  FR  65299, 
published  on  December  19, 1995).  Also 


» 17  CFR  200.30-3  (a)(12). 
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see  60  FR  65290,  published  on 
December  19, 1995. 

The  letter  to  the  Commissioner  of 
Customs  and  the  actions  taken  pursuant 
to  it  are  not  designed  to  implement  all 
of  the  provisions  of  the  Uruguay  Round 
Agreements  Act  and  the  Uruguay  Round 
Agreement  on  Textiles  and  Clothing,  but 
are  designed  to  assist  only  in  the 
implementation  of  certain  of  their 
provisions. 

D.  Michael  Hutchinson, 

Acting  Chairman.  Committee  for  the 
Implementation  of  Textile  Agreements. 

Committee  for  the  Implementation  of  Textile 

Agreements 

August  22, 1996. 

Commissioner  of  Customs, 

Department  of  the  Treasury,  Washington,  DC 
20229. 

Dear  Commissioner:  This  directive 
amends,  but  does  not  cancel,  the  directive 
issued  to  you  on  December  13, 1995,  by  the 
Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements.  That 
directive  concerns  imports  of  certain  cotton, 
man-made  fiber,  silk  blertd  and  other 
vegetable  fiber  textiles  and  textile  products, 
produced  or  manufactured  in  Bangladesh 
and  exported  during  the  twelve-month 
period  which  began  on  January  1, 1996  and 
extends  through  December  31, 1996. 

Effective  on  August  26, 1996,  you  are 
directed  to  adjust  the  limits  for  the  following 
categories,  as  provided  for  under  the  Uruguay 
Round  Agreements  Act  and  the  Uruguay 
Roimd  Agreement  on  Textiles  and  Clothing: 


Category 

Adjusted  twelve-nrwnth 
limits 

237  . 

374,228  dozen. 

335  . 

182,806  dozen.  ^ 

336/636  . 

375,691  dozen. 

338/339  . 

1 ,243,490  dozen. 

347/348  . 

2,095,780  dozen. 

363  . ;... 

23,850,858  numbers. 

641  . 

805,735  dozen. 

^The  limits  have  not  been  adjusted  to  ac¬ 
count  for  any  imports  exported  after  December 
31, 1995. 

The  Committee  for  the  Implementation  of 
Textile  Agreements  has  determined  that 
these  actions  fall  within  the  foreign  affairs 
exception  to  the  rulemaking  provisions  of  5 
U.S.C.553(a)(l). 

Sincerely, 

D.  Michael  Hutchinson, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

[FR  Doc.96-21916  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  3510-DR-f 


Adjustment  of  an  Import  Restraint 
Limit  and  Guaranteed  Access  Level  for 
Certain  Cotton  and  Wool  Textile 
Products  Produced  or  Manufactured  in 
Guatemala 

August  22, 1996. 

AGENCY:  Committee  for  the 
Implementation  of  Textile  Agreements 
(CITA). 

ACTION:  Issuing  a  directive  to  the 
Commissioner  of  Customs  increasing  a 
limit  and  guaranteed  access  level. 

EFFECTIVE  DATE:  August  26,  1996. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jennifer  Aldrich,  International  Trade 
Specialist,  Office  of  Textiles  and 
Apparel,  U.S.  Department  of  Commerce, 
(202)  482-4212.  For  information  on  the 
quota  status  of  these  limits,  refer  to  the 
Quota  Status  Reports  posted  on  the 
bulletin  boards  of  each  Customs  port  or 
call  (202)  927-5850.  For  information  on 
embargoes  and  quota  re-openings,  call 
(202)  482-3715. 

SUPPLEMENTARY  INFORMATION: 

Authority:  Executive  Order  11651  of  March 
3, 1972,  as  amended;  section  204  of  the 
Agricultural  Act  of  1956,  as  amended  (7 
U.S.C.  1854);  Uruguay  Round  Agreements 
Act. 

The  current  limit  for  Category  448  is 
being  increased  for  carryforward.  Also, 
the  Government  of  the  United  States  has 
agreed  to  increase  the  1996  guaranteed 
access  level  for  Categories  347/348. 

A  description  of  the  textile  and 
apparel  categories  in  terms  of  HTS 
numbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 
Categories  with  the  Harmonized  Tariff 
Schedule  of  the  United  States  (see 
Federal  Register  notice  60  FR  65299, 
published  on  December  19, 1995).  Also 
see  60  FR  62398,  published  on 
December  6, 1995. 

The  letter  to  the  Commissioner  of 
Customs  and  the  actions  taken  pursuant 
to  it  are  not  designed  to  implement  all 
of  the  provisions  of  the  Uruguay  Round 
Agreements  Act  and  the  Uruguay  Round 
Agreement  on  Textiles  and  Clothing,  but 
are  designed  to  assist  only  in  the 
implementation  of  certain  of  their 
provisions. 

D.  Michael  Hutchinson, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

Committee  for  the  Implementation  of  Textile 

Agreements 

August  22, 1996. 

Commissioner  of  Customs, 

Department  of  the  Treasury.  Washington,  DC 
20229. 

Dear  Commissioner:  This  directive 
amends,  but  does  not  cancel,  the  directive 
issued  to  you  on  November  29, 1995,  by  the 
Chairman,  Committee  for  the  Implementation 


of  Textile  Agreements.  That  .directive 
concerns  imports  of  certain  cotton,  wool  and 
man-made  fiber  textile  products,  produced  or 
.manufactured  in  Guatemala  and  exported 
during  the  twelve-month  period  beginning  on 
January  1, 1996  and  extending  through 
December  31, 1996. 

Effective  on  August  26, 1996,  you  are 
directed  to  increase  the  limit  for  Category  448 
to  48,992  dozen  as  provided  for  by  the 
Uruguay  Round  Agreements  Act  and  the 
Uruguay  Round  Agreement  on  Textiles  and 
Closing. 

Also,  you  are  directed  to  increase  the  1996 
guaranteed  access  level  (GAL)  for  Categories 
347/348  to  1,800,000  dozen.  The  GAL  for 
Category  448  remains  unchanged. 

The  Committee  for  the  Implementation  of 
Textile  Agreements  has  determined  that 
these  actions  fall  within  the  foreign  affairs 
exception  of  the  rulemaking  provisions  of  5 
U.S.C.  553(a)(1). 

Sincerely, 

D.  Michael  Hutchinson, 

Acting  Chairman.  Committee  for  the 
Implementation  of  Textile  Agreements. 

[FR  Doc.  96-21917  Filed  8-27-96;  8:45  am) 
BILLING  CODE  3S10-OR~F 


Adjustment  of  Import  Limits  for  Certain 
Cotton  and  Man-Made  Fiber  Textiie 
Products  Produced  or  Manufactured  in 
Pakistan 

August  22, 1996. 

AGENCY:  Committee  for  the 
Implementation  of  Textile  Agreements 
(CITA). 

ACTION:  Issuing  a  directive  to  the 
Commissioner  of  Customs  adjusting 
Umits. 

EFFECTIVE  DATE:  August  26,  1996. 

FOR  FURTHER  INFORMATION  CONTACT:  Ross 
Arnold,  International  Trade  Specialist, 
Office  of  Textiles  and  Apparel,  U.S. 
Department  of  Commerce,  (202)  482- 
4212.  For  information  on  the  quota 
status  of  these  limits,  refer  to  the  Quota 
Status  Reports  posted  on  the  bulletin 
boards  of  each  Customs  port  or  call 
(202)  927-6714.  For  information  on 
embargoes  and  quota  re-openings,  call 
(202) 482-3715. 

SUPPLEMENTARY  INFORMATION: 

Authority;  Executive  Order  11651  of  March 
3, 1972,  as  amended;  section  204  of  the 
Agricultural  Act  of  1956,  as  amended  (7 
U.S.C.  1854);  Uruguay  Round  Agreements 
Act. 

The  current  limits  for  Categories  338 
and  339  are  being  increased  for  special 
shift,  reducing  the  limit  for  Categories 
638/639  to  account  for  the  increases. 

A  description  of  the  textile  and 
apparel  categories  in  terms  of  HTS 
niunbers  is  available  in  the 
CORRELATION:  Textile  and  Apparel 


<  The  limit  has  not  been  adjusted  to  account  for 
any  imports  exported  after  December  31, 1995. 
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Categories  with- the  Harmonized  Tariff 
Schedule  of  the  United  States  (see 
Federal  Register  notice  60  FR  65299, 
published  on  December  19, 1995).  Also 
see  60  FR  62393,  published  on 
December  6, 1995. 

The  letter  to  the  Commissioner  of 
Customs  and  the  actions  taken  pursuant 
to  it  are  not  designed  to  implement  all 
of  the  provisions  of  the  Uruguay  Round 
Agreements  Act  and  the  Uruguay  Round 
Agreement  on  Textiles  and  Clothing,  but 
are  designed  to  assist  only  in  the 
implementation  of  certain  of  their 
provisions. 

D.  Michael  Hutchinson, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

Committee  for  the  Implementation  of  Textile 

Agreements 

August  22, 1996. 

Commissioner  of  Customs, 

Department  of  the  Treasury,  Washington,  DC 
20229. 

Dear  Commissioner.  This  directive 
amends,  but  does  not  cancel,  the  directive 
issued  to  you  on  November  29, 1995,  by  the 
Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements.  That 
directive  concerns  imports  of  certain  cotton 
and  man-made  fiber  textile  products, 
produced  or  manufactured  in  Pakistan  and 
exported  during  the  twelve-month  period 
which  began  on  January  1, 1996  and  extends 
through  December  31, 1996. 

Effective  on  August  26, 1996,  you  are 
directed  to  amend  the  Noveember  29, 1995 
directive  to  adjust  the  limits  for  the  following 
categories,  as  provided  for  under  the  terms  of 
the  Uruguay  Round  Agreements  Act  and  the 
Uruguay  Round  Agreement  on  Textiles  and 
Clothing: 


Category 

Ad^ted  twelve-iTKMith 
limit’ 

338  . . . 

5,023,112  dozen. 

339  . . . 

1,330,701  dozen. 

638/639  . 

52,187  dozen. 

^  The  limits  have  not  been  adjusted  to  ac¬ 
count  for  any  imports  exported  after  December 
31, 1995. 


The  Committee  for  the  Implementatiomof 
Textile  Agreements  has  determined  that 
these  actions  fall  within  the  foreign  affairs 
exception  to  the  rulemaking  provisions  of  5 
U.S.C553{a)(l). 

Sincerely, 

D.  Michael  Hutchinson, 

Acting  Chairman,  Committee  for  the 
Implementation  of  Textile  Agreements. 

[FR  Doc.96-21915  Filed  6-27-96;  8:45  am) 
BILUNQ  CODE  3S10-OR-F 


OFFICE  OF  THE  UNITED  STATES 
TRADE  REPRESENTATIVE 

Notice  of  Meeting  of  the  Investment 
and  Services  Policy  Advisory 
Committee 

AGENCY:  Office  of  the  United  States 
Trade  Representative. 

ACTION:  Notice  that  the  September  17, 
1996  meeting  of  the  Investment  and 
Services  Policy  Advisory  Committee 
will  be  held  horn  10:00  a.m.  to  2:00  p.m. 
The  meeting  will  be  closed  to  the  public 
from  10:00  a.m.  to  1:30  p.m.  The 
meeting  will  be  open  to  the  public  from 
1:30  p.m.  to  2:00  p.m. 


SUMMARY:  The  Investment  and  Services 
Policy  Advisory  Committee  will  hold  a 
meeting  on  September  17, 1996,  frnm 
10:00  a.m.  to  2:p.m.  The  meeting  will  be 
closed  to  the  public  from  10:00  a.m.  to 
1:30  p.m.  The  meeting  will  include  a 
review  and  discussion  of  current  issues 
which  influence  U.S.  trade  policy. 
Pursuant  to  Section  2155(f)(2)  of  Title 
19  of  the  United  States  Code,  I  have 
determined  that  this  portion  of  the 
meeting  will  be  concerned  with  matters 
the  disclosure  of  which  would  seriously 
compromise  the  developmejit  by  the 
United  States  Government  of  trade 
policy,  priorities,  negotiating  objectives 
or  bargaining  positions  with  respect  to 
the  operation  of  any  trade  agreement 
and  other  matters  arising  in  connection 
with  the  development,  implementation 
and  administration  of  the  trade  policy  of 
the  United  States.  The  meeting  will  be 
open  to  the  public  and  press  ^m  1:3D 
p.m.  to  2:00  p.m.  when  trade  policy 
issues  will  be  discussed.  Attendance 
during  this  part  of  the  meeting  is  for 
observation  only.  Individuals  who  are 
not  members  of  the  committee  will  not 
be  invited  to  comment. 

DATE:  The  meeting  is  scheduled  for 
September  17, 1996,  imless  otherwise 
notified. 

ADDRESS:  The  meeting  will  be  held  at 
the  Jefferson  Hotel  in  the  Monticello 
Room  at  16th  and  M  Streets,  N.W., 
Washington,  D.C.,  imless  otherwise 
notified. 

FOR  FURTHER  INFORMATION  CONTACT: 
Suzaima  Kang,  Office  of  the  United 
States  Trade  Representative,  (202)  395- 
6120. 

Charlene  Barshe&ky, 

Acting  United  States  Trade  Representative. 
[FR  Doc.  96-21985  Filed  8-27-96;  8:45  am] 


Notice  of  Meeting  of  the  Advisory 
Committee  for  Trade  Policy  and 
Negotiations 

AGENCY:  Office  of  the  United  States 
Trade  Representative. 

ACTION:  Notice  of  the  September  12, 
1996,  meeting  of  the  Advisory 
Committee  for  Trade  Policy  and 
Negotiations  will  be  held  ^m  10:00 
a.m.  to  2;00  p.m.  The  meeting  will  be 
closed  to  the  public  from  10:00  a.m.  to 
1:30  p.m.  and  open  to  the  public  from 
1:30  p.m.  to  2:00  p.m. 


SUMMARY:  The  Advisory  Committee  for 
Trade  Policy  and  Negotiation  will  hold 
a  meeting  on  September  12, 1996  from 
10:00  a.m.  to  2:00  p.m.  The  meeting  will 
be  closed  to  the  public  from  10:00  a.m. 
to  1:30  p.m.  The  meeting  will  include  a 
review  and  discussion  of  ciurent  issues 
which  influence  U.S.  trade  policy. 
Pursuant  to  Section  2155(f)(2)  of  Title 
19  of  the  United  States  Code,  I  have 
determined  that  this  meeting  will  be 
concerned  with  matters  the  disclosure 
of  which  would  seriously  compromise 
the  development  by  the  United  States 
Government  of  trade  policy,  priorities, 
negotiating  objectives  or  bargaining 
positions  with  respect  to  the  operation 
of  any  trade  agreement  and  other 
matters  arising  in  connection  with  the 
development,  implementation  and 
administration  of  the  trade  policy  of  the 
United  States.  The  meeting  will  be  open 
to  the  public  and  press  from  1:30  p.m. 
to  2:00  p.m.  when  trade  policy  issues 
will  be  discussed.  Attendance  during 
this  part  of  the  meeting  is  for 
observation  only.  Individuals  who  are 
not  members  of  the  committee  will  not 
be  invited  to  comment. 

DATE:  The  meeting  is  scheduled  for 
September  12, 1996,  unless  otherwise 
notified. 

ADDRESS:  The  meeting  will  be  held  at 
the  Sheraton  Carlton  Hotel  in  the 
Potomac  Room,  located  at  16th  and  K 
Streets,  Washington,  D.C.,  imless 
otherwise  notified. 

FOR  FURTHER  INFORMATION  CONTACT: 
Suzaima  Kang,  Office  of  the  United 
States  Trade  Representative,  (202)  395- 
6120. 

Charlene  Barshe&ky, 

Acting  United  States  Trade  Representative. 
[FR  Doc.  96-21986  Filed  8-27-96;  8:45  am] 
BILUNO  CODE  3190-01-M 


BILUNQ  CODE  3190-01-M 
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DEPARTMENT  OF  TRANSPORTATION 

Office  of  the  Secretary 

Reports,  Forms  and  Recordkeeping 
Requirements  Agency  Information 
Coliection  Activity  Under  OMB  Review 

AQENCY:  Office  of  the  Secretary, 
Department  of  Transportation  (DOT). 
ACTION:  Notice  and  request  for 
Comments. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  Chapter  35,  as  amended)  this 
notice  announces  the  Department  of 
Transportation’s  (DOT)  intention  to 
request  a  reinstatement,  without  change, 
of  a  previously  approved  information 
collection  for  which  approval  has 
expired.  Comments  are  Invited  on:  (a) 
Whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
Department,  including  whether  the 
information  will  have  practical  utility; 
(b)  the  accuracy  of  the  Department’s 
estimate  of  the  burden  of  the  proposed 
information  collection;  ways  to  enhance 
the  quality,  utility  and  clarity  of  the 
information  to  be  collected;  and  (d) 
ways  to  minimize  the  burden  of  the 
collection  of  information  on 
respondents,  including  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology. 
The  Federal  Register  Notice  with  a  60- 
day  comment  period  soliciting 
comments  on  the  following  collection  of 
information  was  published  on  April  8, 
1996  [FR  61,  page  15556-15557]. 

DATES:  Comments  on  this  notice  must  be 
received  on  or  before  September  26, 
1996. 

ADDRESSES:  Send  comments  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  725-1 7th  Street,  NW, 
Washington,  DC  20503,  Attention  OST 
Desk  Officer. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Judith  Street,  Federal  Aviation 
Administration,  Corporate  Information 
Division,  ABC-100,  800  Independence 
Ave.,  SW.,  (202)  267-9895,  Washington, 
DC  20591. 

SUPPLEMENTARY  INFORMATION: 

Federal  Aviation  Administration  (FAA) 

Titie:  Airplane  Operator  Security — 
FAR  108. 

OMB  Control  Number:  2120-0098. 

Type  of  Request:  Reinstatement 
without  change,  a  previously  approved 
information  collecti  on  for  which 
approval  has  expired. 

Affected  Entities:  Air  carriers. 

Aostract:  FAR  Part  108  requires  air 
carriers  to  check  radiation  leakage  on  x- 


ray  equipment  used  for  property 
security  screening  at  least  annually, 
evaluate  and  record  personal  dosimeter 
readings  monthly,  and  report  aircraft 
piracy  as  part  of  the  required  security 
program,  and  maintain  security  training 
records. 

Number  of  Respondents:  266. 
Estimated  Total  Burden  on 
Respondents:  10,823  hours. 

Issued  in  Washington,  E)C,  on  August  23, 
1996. 

Phillip  A.  Leach, 

Clearance  Officer,  United  States,  Department 
of  Transportation. 

(FR  Doc.  96-21927  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  401O-«2-P 


Coast  Guard 

[CGD08-96-033] 

Houston/Galveston  Navigation  Safety 
Advisory  Committee  Meeting 

agency:  Coast  Guard,  DOT. 

ACTION:  Notice  of  subcommittee 
meetings. 

SUMMARY:  The  two  Subcommittees 
(Waterways  and  Navigation)  of  the 
Houston/Galveston  Navigation  Safety 
Advisory  Committee  (HOGANSAC)  will 
meet  to  discuss  waterway 
improvements,  aids  to  navigation, 
current  meters,  and  various  other 
navigation  safety  matters  affecting  the 
Houston/Galveston  area.  Both  meetings 
will  be  open  to  the  public. 

DATES:  The  meeting  of  the  Navigation 
Subcommittee  will  be  held  on 
Thursday,  September  5, 1996  at  9:30 
a.m.  and  immediately  following,  the 
Waterways  Subcommittee  will  meet. 
Members  of  the  public  may  present 
written  or  oral  statements  at  the 
meetings. 

ADDRESSES:  The  subcommittee  meetings 
will  be  held  at  the  Port  of  Houston 
Authority,  111  East  Loop  North, 
Houston,  Texas. 

FOR  FURTHER  INFORMATION  CONTACT: 

Captain  Kevin  Eldridge,  Executive 
Director  of  HOGANSAC,  Telephone  ^ 
(713)  671-5101,  or  Commander  Paula 
Carroll,  Executive  Secretary  of 
HOGANSAC,  telephone  (713)  671-5164. 
SUPPLEMENTARY  INFORMATION:  Notice  of 
this  meeting  is  given  pursuant  to  the 
Federal  Advisory  Committee  Act,  5 
U.S.C.  App.  2. 

Agendas  of  the  Meetings 

Subcommittee  on  Navigation.  The 
tentative  agenda  includes  the  following: 

(1)  Presentation  by  each  work  group 
of  its  accomplishments  and  plans  for  the 
futvure. 


(2)  Review  and  discuss  the  work 
completed  by  each  work  group. 

Subcommittee  on  Waterways.  The 
tentative  agenda  includes  the  following: 

(1)  Presentation  by  each  work  group 
of  its  accomplishments  and  plans  for  the 
futine. 

(2)  Review  and  discuss  the  work 
completed  by  each  work  group. 

Procedural 

All  meetings  are  open  to  the  public. 
Members  of  the  public  may  make  oral 
presentations  during  the  meetings. 

Information  on  Services  for  the 
Handicapped 

For  information  on  facilities  or 
services  for  the  handicapped  or  to 
request  special  assistance  at  the 
meetings,  contact  the  Executive  Director 
as  soon  as  possible. 

Dated:  July  24, 1996. 

T.W.  Jostah, 

Rear  Admiral,  U.S.  Coast  Guard,  Commander, 
Eighth  Coast  Guard  District. 

[FR  Doc.  96-21936  Filed  8-27-96;  8:45  am] 
BILLING  CODE  4910-14-M 


Federal  Aviation  Administration 

[Summary  Notice  No.  PE-96-42] 

Petitions  for  Exemption;  Summary  of 
Petitions  Received;  Dispositions  of 
Petitions  Issued 

AGENCY:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice  of  petitions  for 
exemption  received  6md  of  dispositions 
of  prior  petitions. 

SUMMARY:  Pursuant  to  FAA’s  rulemaking 
provisions  governing  the  application, 
processing,  and  disposition  of  petitions 
for  exemption  (14  CFR  Part  11),  this 
notice  contains  a  siunmary  of  certain 
petitions  seeking  relief  from  specified 
reqmrements  of  the  Federal  Aviation 
Regulations  (14  CFR  Chapter  I), 
dispositions  of  certain  petitions 
previously  received,  and  corrections. 
The  purpose  of  this  notice  is  to  improve 
the  public’s  awareness  of.  and 
participation  in,  this  aspect  of  FAA’s 
regulatory  activities.  Neither  pubUcation 
of  this  notice  nor  the  inclusion  or 
omission  of  information  in  the  siunmary 
is  intended  to  affect  the  legal  status  of 
any  petition  or  its  final  disposition. 
DATES:  Comments  on  petitions  received 
must  identify  the  petition  docket 
number  involved  and  must  be  received 
on  or  before  September  10, 1996. 
ADDRESSES:  Send  comments  on  any 
petition  in  triplicate  to:  Federal 
Aviation  Adiffinistration,  Office  of  the 
Chief  Coimsel,  Attn:  Rule  Docket  (AGC- 
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200),  Petition  Docket  No. _ ,  800 

Independence  Avenue,  SW., 

Washington,  D.C.  20591. 

Comments  may  also  be  sent 
electronically  to  the  following  internet 
address:  nprmcmts@mail.hq.faa.gov. 

The  petition,  any  comments  received, 
and  a  copy  of  any  final  disposition  are 
filed  in  the  assigned  regulatory  docket 
and  are  available  for  examination  in  the 
Rule  Docket  (AGC-200),  Room  915G, 
FAA  Headquarters  Building  (FOB  lOA), 
800  Independence  Avenue,  SW., 
Washington,  D.C.  20591;  telephone 
(202) 267-3132. 

FOR  FURTHER  INFORMATION  CONTACT: 

Mr.  Federal  Haynes,  (202)  267-3939,  or 
Ms.  Marisa  Mullen,  (202)  267-9681, 
Office  of  Rulemaking  (ARM-1),  Federal 
Aviation  Administration,  800 
Independence  Avenue,  SW., 

Washington,  D.C.  20591. 

Hiis  notice  is  published  pumuant  to 
paragraphs  (c),  (e),  and  (g)  of  §  11.27  of 
Part  11  of  the  Federal  Aviation 
Regulations  (14  CFR  Part  11). 

Issued  in  Washington,  D.C,  on  August  23, 
1996. 

Donald  P.  Byrne, 

Assistant  Chief  Counsel  for  Regulations. 
Dispositions  of  Petitions 

Docket  No.:  26048. 

Petitioner:  National  Test  Pilot  School. 

Sections  of  the  PAR  Affected:  14  CFR 
91.319(a)  (1)  and  (2). 

Description  of  Relief  Sought/ 
Disposition:  To  extend  and  amend 
Exemption  No.  5778  to  permit  the 
National  Test  Pilot  School  to  operate 
aircraft  that  have  experimental 
certificates  to  train  &ght  test  students 
who  are  pilots  and  fli^t  engineers 
through  the  demonstration  and  practice 
of  fli^t  test  techniques,  and  to  teach 
these  students  flight  test  data 
acquisition  methods  for  compensation. 
GRANT,  August  6, 1996,  Exemption  No. 
5778B. 

Docket  No.:  26710. 

Petitioner:  Skydive  DeLand,  Inc. 

Sections  of  the  FAR  Affected:  14  CFR 
105.43(a). 

Description  of  Relief  Sought/ 
Disposition:  To  permit  nonstudent 
parachutists  who  are  foreign  nationals 
(foreign  parachutists)  to  participate  in 
parachute  jumping  events  sponsored  by 
Skydive  Deland  without  complying 
with  the  FAA  parachute  equipment  and 
packing  requirements.  GRANT,  August 
7, 1996,  Exemption  No.  5542B. 

Docket  No.:  26896. 

Petitioner:  Boeing  Commercial 
Airplane  Group. 

Sections  of  the  FAR  Affected:  14  CFR 
21.325(b)(3). 

Description  of  Relief  Sought/ 
Disposition:  To  extend  and  amend 


Exemption  No.  5942  to  allow  the 
petitioner  to  issue  export  air  worthiness 
approvals  for  not  only  Class  n  and  Class 
ED  products  located  in  England, 
Singapore,  and  Belgium,  but  also  for 
products  located  in  China,  and  any 
future  location  the  petitioner  may 
establish  imder  the  control  of  its 
existing  FAA  Production  certificate  and 
Organizational  Designated 
Aiiworthiness  Representative  authority. 
DENIAL,  fuly  22, 1996,  Exemption  No. 
6481. 

Docket  No.:  28373. 

Petitioner:  Executive  Jet  Sales,  Inc. 

Sections  of  the  FAR  Affected:  14  CFR 
43.9(a)(4),  43.11(a)(3),  appendix  B  to 
part  43, 135.443(b)(3)  and  (c),  and 
145.57(a). 

Description  of  Relief  Sought/ 
Disposition:  To  allow  the  petitioner  to 
use  “electronic  signatures”  in  lieu  of 
physical  signatures  to  satisfy  the 
airworthiness  release  and/or  approval 
for  retum-to-serves  signatiire 
requirements.  GRANT,  July  31, 1996 
Date,  Exemption  No.  6483. 

Docket  No.:  28400.  - 

Petitioner:  Skydive,  Inc. 

Sections  of  the  FAR  Affected:  14  CFR 
105.43(a). 

Description  of  Relief  Sought/ 
Disposition:  To  permit  Skydive’s 
employees,  representatives,  and 
customers  to  make  tandem  parachute 
jumps  while  wearing  a  dual-harness, 
dual-parachute  pack,  having  at  least  one 
main  parachute  and  one  approved 
auxiliary  parachute  packed  in 
accordance  with  §  103.43(a);  and  permit 
pilots  in  command  of  aircraft  involved 
in  these  operations  to  allow  such 
persons  to  make  these  parachute  jumps. 
GRANT,  fuly  1996,  Exemption  No.  6462. 

Docket  No.:  28459. 

Petitioner:  Biplane  Adventure  Tours, 
LTD. 

Sections  of  the  FAR  Affected:  14  CFR 
119.1(e)(2). 

Description  of  Relief  Sought/ 
Disposition:  To  allow  the  petitioner  to 
conduct  sightseeing  flights  beyond  the 
25-statute-mile  radius  of  Old  Bridge 
Airport,  New  Jersey,  without  meeting 
the  part  135  requirements.  DENIAL, 
Au^st  9, 1996,  Exemption  No.  6495. 

Docket  No.:  28546. 

Petitioner:  The  Ranch  Club,  Ltd. 

Sections  of  the  FAR  Affected:  14  CFR 
105.43(a). 

Description  of  Relief  Sought/ 
Disposition:  To  permit  nonstudent 
parachutists  who  are  foreign  nationals 
(foreign  parachutists)  to  participate  in 
parachute  jumping  events  sponsored  by 
The  Ranch  Parachute  Club,  Ltd.  without 
complying  with  the  FAA  parachute 
equipment  and  packing  requirements. 
GRANT,  August  7, 1996,  Exemption  No. 
6494. 


Good  Cause 

Docket  No.:  26914. 

Petitioner:  Air  Transport  Association 
of  America. 

Sections  of  the  FAR  Affected:  14  CFR 
121.5830))  (c)  and  (d). 

Description  of  Relief  Sought:  To  allow 
ATA  member  airlines  and  other 
similarly  situated  part  121  certificate 
holders  to  continue  to  carry  Federal 
Aviation  Administration  (FAA)  air 
traffic  controllers  and  certain  technical 
representatives  in  the  cockpit  observer’s 
seat  of  all-cargo  aircraft  wiffiout  meeting 
the  passenger-carrying  requirements  of 
peut  121,  except  as  descril^d  in 
§  121.583(b),  (c),  and  (d). 

Docket  No.:  28639 

Petitioner:  Peninsula  Airways,  Inc. 

Sections  of  the  FAR  Affected:  14  CFR 
121.574(a)  (1)  and  (3). 

Description  of  Relief  Sought:  To  allow 
PenAir  to  carry  and  operate  oxygen 
storage  and  dispensing  equipment  for 
medical  use  by  passengers  requiring 
emergency  or  continuing  medical 
attention  when  the  equipment  is 
furnished  and  maintained  by  the 
hospital  treating  the  passenger. 

(FR  Doc.  96-21990  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  4S10-13-M 


RTCA,  Inc.  Special  Committee  186; 
Automatic  Dependent  Surveillance — 
Broadcast  (ADS-B) 

Pursuant  to  section  10(a)  (2)  of  the 
Federal  Advisory  Committee  Act  (P.L. 
92-463,  5  U.S.C.,  Appendix  2),  notice  is 
hereby  given  for  Special  Committee  186 
meeting  to  be  held  September  17-18, 
1996,  l^inning  at  9:00  a.m.  The 
meeting  will  be  held  at  RTCA,  Inc.,  1140 
Connecticut  Avenue,  N.W.,  Suite  1020, 
Washic.'gton,  DC,  20036. 

The  agenda  will  include:  (1) 
Chairman’s  Introductory  Remarks/ 
Review  of  Meeting  Agenda;  (2)  Review 
and  Approval  of  Minutes  of  the 
Previous  Meeting;  (3)  Report  of  Working 
Group  Activities:  a.  Working  Group  1 
Report  (Operations  Working  Group);  b. 
Working  Group  2  Report  (Technical 
Working  Group);  c.  Working  Group  3 
Report  (CDTI  Working  Group);  (4) 
Review  of  Chapter  2  of  the  MASPS;  (6) 
Other  Business;  (7)  Date  and  Place  of 
Next  Meeting. 

Attendance  is  open  to  the  interested 
public  but  limited  to  space  availability. 
With  the  approval  of  the  chairman, 
members  of  the  public  may  present  oral 
statements  at  the  meeting.  Persons 
wishing  to  present  statements  or  obtain 
information  should  contact  the  RTCA 
Secretariat,  1140  Connecticut  Avenue, 
N.W.,  Suite  1020,  Washington,  DC, 
20036;  (202)  833-9339  (phone)  or  (202) 
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833-9434  (fax).  Members  of  the  public 
may  present  a  written  statement  to  the 
committee  at  any  time. 

Issued  in  Washington,  DC,  on  August  22, 
1996. 

Janice  L.  Peters, 

Designated  Official. 

(FR  Doc.  96-21991  Filed  8-27-96;  8:45  am] 
BILLING  CODE  4810-13-M 


Federal  Hig^hway  Administration 
[FHWA  Docket  No.  MC-9&-32] 

Notice  of  Request  for  Reinstatement  of 
an  Expired  Information  Collection 

agency:  Federal  Highway 
Administration  (FHWA),  DOT. 

ACTION:  Notice  and  request  for 
comments. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  3501,  3506(c)(2)(A)),  the  FHWA 
solicits  comment  on  its  intent  to  request 
the  Office  of  Memagement  and  Budget 
(OMB)  to  reinstate  expired  information 
collections  that  prove  that  motor 
carriers  of  property  and  passengers  have 
obtained  and  have  in  effect  the  required 
minimum  levels  of  financial 
responsibility. 

DATES:  Comments  must  be  submitted  on 
or  before  October  28, 1996. 

ADDRESSES:  All  signed,  written 
comments  should  refer  to  the  docket 
number  that  appears  at  the  top  of  this 
dociunent  and  must  be  submitted  to 
HCC-10,  Room  4232,  Office  of  the  Chief 
Counsel,  Federal  Highway 
Administration,  400  Seventh  Street, 

SW.,  Washington,  DC  20590.  All 
comments  received  will  be  available  for 
examination  at  the  above  address  from 
8:30  a.m.  to  3:30  p.m.,  e.t,,  Monday 
through  Friday,  except  Federal  holidays. 
Those  desiring  notification  of  receipt  of 
comments  must  include  a  self- 
addressed,  stamped  postcard/envelope. 
FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Peter  C.  Chandler,  Office  of  Motor 
Carrier  Research  and  Standards,  (202) 
366-5763,  Federal  Highway 
Administration,  Department  of 
Transportation,  400  Seventh  Street, 

SW.,  Washington,  DC  20590.  Office 
hours  are  fi-om  7:45  a.m.  to  4:15  p.m., 
e.t.,  Monday  through  Friday,  except 
Federal  holidays. 

SUPPLEMENTARY  INFORMATION: 

Titie:  Endorsement  for  Motor  Carrier 
Policies  of  Insurance.  ^ 

OMB  Number:  2125-0074. 
Background:  Sections  29  and  30  of  the 
Motor  Carrier  Act  of  1980  (codified  at  49 
U.S.C.  31139)  require  the  ^cretary  of 
Transportation  to  promulgate 


regulations  which  establish  minimal 
levels  of  financial  responsibility  for 
motor  carriers  of  property  to  cover 
public  liability,  property  damage,  and 
envirorxmentai  restoration.  The 
Endorsement  for  Motor  Carrier  Policies 
of  Insurance  for  Public  Liability  (Form 
MCS-90)  and  the  Motor  Carrier  ^blic 
Liability  Surety  Bond  (Form  MCS-82) 
contain  the  minimum  amount  of 
information  necessary  to  docmnent  that 
a  motor  carrier  of  property  has  obtained 
and  has  in  effect  the  minimum  levels  of 
financial  responsibility  as  set  forth  in  49 
CFR  387.9.  The  information  within 
these  documents  is  used  by  the  FHWA 
and  the  public  to  verify  that  a  motor 
carrier  of  property  has  obtained  and  has 
in  effect  the  required  minimum  levels  of 
financial  responsibility. 

Respondents:  Insurance  and  surety 
companies  of  motor  carriers  of  property. 

Average  Burden  per  Response:  2 
minutes  to  complete  the  Endorsement 
for  Motor  Carrier  Policies  of  Insurance 
for  Public  Liability  or  the  Motor  Carrier 
Public  Liability  Surety  Bond;  1  minute 
to  file  the  Motor  Carrier  Public  Liability 
Surety  Bond;  I  minute  to  have  either 
document  on  board  the  vehicle  (foreign- 
domiciled  motor  carriers  only). 

Estimated  Total  Annual  Burden: 

3,555  hours. 

Frequency:  Upon  creation,  change,  or 
replacement  of  an  insurance  policy  or 
surety  bond. 

Title:  Financial  Responsibility  for 
Motor  Carriers  of  Passengers. 

OMB  Number:  2125-0518. 

Background:  Sections  18  of  the  Bus 
Regulatory  Reform  Act  of  1982  (codified 
at  49  U.S.C.  31138)  requires  the 
Secretary  of  Transportation  to  establish 
regulations  to  require  minimal  levels  of 
financial  responsibility  for  for-hire 
motor  carriers  of  passengers  to  cover 
public  liability  and  property  damage. 
The  Endorsement  for  Motor  Carrier 
Policies  of  Insurance  for  Public  Liability 
(Form  MCS-90B)  and  the  Motor  Carrier 
Public  Liability  Surety  Bond  (Form 
MCS-82B)  contain  the  minimwn 
amoimt  of  information  necessary  to 
document  that  a  motor  carrier  of 
passengers  has  obtained  and  has  in 
effect  the  minimum  levels  of  financial 
responsibility  as  set  forth  in  49  CFR 
387.33.  The  information  within  these 
documents  is  used  by  the  FHWA  and 
the  public  to  verify  that  a  motor  carrier 
of  passengers  has  obtained  and  has  in 
effect  the  required  minimiun  levels  of 
financial  responsibility. 

Respondents:  Insurance  and  surety 
companies  of  motor  carriers  of  property. 

Average  Burden  per  Response:  2 
minutes  to  complete  the  Endorsement 
for  Motor  Carrier  Policies  of  Insurance 
for  Public  Liability  or  the  Motor  Carrier 


Public  Liability  Surety  Bond;  1  minute 
to  file  the  Motor  Carrier  Public  Liability 
Surety  Bond;  1  minute  to  have  either 
dociunent  on  board  the  vehicle  (foreign- 
domiciled  motor  carriers  only). 

Estimated  Total  Annual  Burden:  103 
hours. 

Frequency:  Upon  creation,  change,  or 
replacement  of  an  insurance  policy  or 
surety  bond. 

Interested  parties  are  invited  to  send 
comments  regarding  any  aspect  of  this 
information  collection,  including,  but 
not  limited  to:  (1)  The  necessity  and 
utility  of  the  information  collection  for 
the  proper  performance  of  the  functions 
of  the  FHWA;  (2)  the  accuracy  of  the 
estimated  burden;  (3)  ways  to  enhance 
the  quality,  utility,  and  clarity  of  the 
collected  information;  emd  (4)  ways  to 
minimize  the  collection  burden  without 
reducing  the  quality  of  the  collected 
information. 

Authority:  23  U.S.C.  315;  44  U.S.C. 
3506(c)(2)(A);  49  CFR  1.48. 

Issued  on:  August  21, 1996. 

Diana  Zeidel, 

Deputy  Associate  Administrator  for 
Administration. 

[FR  Doc.  96-21931  Filed  8-27-96;  8:45  am) 

.  BILUNG  CODE  4910-22-P 


[Docket  Number  MC-96-40] 

Motor  Carrier  Regulatory  Relief  and 
Safety  Demonstration  Project 

AGENCY:  Federal  Highway 
Administration,  DOT. 

ACTION:  Notice;  request  for  comments. 

SUMMARY:  With  this  notice,  the  Federal 
Highway  Administration  (FHWA)  is 
proposing  to  implement  a  motor  carrier 
regulatory  relief  and  safety 
demonstration  project,  as  mandated  by 
Congress  in  section  344  of  the  National 
Highway  System  Designation  Act  of 
1995  (NHS  Act).  The  FHWA  is  utilizing 
this  project  as  a  means  of  furthering  the 
objectives  of  the  President’s  Regulatory 
Reinvention  Initiative.  Through  this 
project,  motor  carriers  operating 
commercial  motor  vehicles  (CMVs)  with 
a  gross  vehicle  weight  rating  (GVWR) 
between  10,001  and  26,000  pounds  in 
interstate  commerce  may  qualify  for 
exemptions  firom  the  Federal  Motor 
Carrier  Safety  Regulations  (FMCSRs)  if 
they  exhibit  exemplary  safety  records. 
Motor  carriers  participating  in  this 
Project  would  have  the  opportunity  to 
demonstrate  that  they  can  maintain  or 
improve  their  safety  records  when  they 
are  given  greater  latitude  to  select  the 
means  by  which  their  safety 
performance  is  attained.  The  FHWA 
seeks  the  comments  of  all  interested 
parties,  especially  comments  aimed  at 
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aiding  the  FHWA  in  designing  this 
pro)ect  so  that  it  advances  safety  to  the 
highest  degree  possible.  A  Notice  of 
Final  Determination  will  be  published 
as  soon  as  the  comments  on  this  Project 
which  are  received  in  a  timely  manner 
can  be  reviewed  and  carefully 
considered. 

DATES:  Written  comments  on  this 
Project  must  be  received  on  or  bofore 
September  27, 1996.  Written  comments 
on  the  information  collection 
requirements  of  this  Project  must  be 
received  on  or  before  October  28, 1996. 
ADDRESSES:  Submit  written,  signed 
comments  to  FHWA  Docket  No.  MC- 
96-40,  Room  4232,  HCC-10,  Office  of 
the  Chief  Counsel,  Federal  Highway 
Administration,  400  Seventh  Street, 

SW.,  Washington,  D.C.  20590.  All 
comments  received  will  be  available  for 
examination  at  the  above  address  firom 
8:30  a.m.  to  3:30  p.m.,  e.t.,  Monday 
through  Friday,  except  Federal  holidays. 
FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Robert  F.  Schultz,  Jr.,  Office  of  Motor 
Carrier  Research  and  Standards,  (202) 
366-4009,  or  Ms.  Grace  Reidy,  Office  of 
the  Chief  Counsel,  (202)  366-0834, 
Federal  Highway  Administration,  DOT, 
400  Seventh  Street,  SW.,  Washington, 
D.C.  20590.  Office  hoius  are  from  7:45 
a.m.  to  4:15  p.m.,  e.t.,  Monday  through 
Friday,  except  Federal  holidays. 
SUPPLEMENTARY  INFORMATION:  On 
November  28, 1995,  the  President 
signed  the  NHS  Act  (Pub.  L.  104-59, 

109  Stat.  568  (1995)).  Section  344  of  the 
NHS  Act  requires  the  FHWA  to 
implement  a  pilot  program  under  which 
motor  carriers  operating  CMVs  with  a 
GVWR  between  10,001  and  26,000 
pounds  in  interstate  commerce  could 
qualify  for  exemptions  from  the 
FMCSRs  (49  CFR  Part  325  et  seq.).  In 
accordance  vdth  the  NHS  Act,  notice  is 
hereby  given  that  the  FHWA  is 
proposing  the  Motor  Carrier  Regulatory 
Relief  and  Safety  Demonstration  Project. 
The  purpose  of  the  comment  period  is 
to  provide  the  public  with  the 
opportunity  to  assist  the  FHWA  in 
designing  the  Project.  The  details  of  the 
Project  which  follow  are  proposed 
details;  the  FHWA  is  seeing  all  points 
of  view  before  defining  the  final 
parameters  of  the  Project.  The  FHWA 
will  carefully  scrutinize  all  timely 
suggestions  and  weigh  carefully  the 
facts  uron  which  they  are  based. 

The  FHWA  proposes  that  in  order  to 
participate  in  the  Project,  a  motor  carrier 
would  have  to  meet  the  criteria  for 
admission  developed  by  the  Secretary 
and  outlined  later  in  this  notice.  Motor 
carriers  seeking  to  participate  would 
also  be  required  to  develop  a  written 
Safety  Control  Plan  for  the  Project.  This 
plan  would  outline  the  measmes  which 


the  motor  carrier  will  imdertake  to 
ensure  that  the  current  level  of  safety  is 
not  compromised  by  the  operation  of 
the  exemptions.  The  motor  carrier 
would  also  enter  into  a  written 
Agreement  of  Participation  with  the 
Administrator  of  the  FHWA  in.  which  it 
agrees  to  abide  by  its  Safety  Control 
Plan  and  to  work  with  the  FHWA  in 
generating  and  monitoring  certain 
Project  data.  The  FHWA  would  grant, 
for  the  term  of  the  Project  only,  an 
exemption  to  the  motor  carrier  from 
certain  requirements  of  the  current 
FMCSRs,  but  such  exemption  would . 
apply  only  to  the  eligible  CMVs  and 
drivers  designated  in  the  motor  carrier’s 
application.  The  FHWA  would  evaluate 
the  Project  data  throughout  the  Project, 
with  particular  focus  upon  the 
significance  of  the  data  with  regard  to 
FHWA’s  regulatory  reinvention  and 
zero-base  initiatives.  In  addition,  at  the 
conclusion  of  the  Project,  the  FHWA,  in 
accordance  with  the  NHS  Act,  will  use 
this  data  to  conduct  a  zero-base  review 
of  the  need  for,  and  the  costs  and 
benefits  of,  all  the  FMCSRs.. 

The  proposed  requirements  for 
participation  in  the  Project  would 
include  several  information  collection 
requirements  which  must  be  approved 
by  the  Office  of  Management  and 
Budget  (OMB)  imder  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3501- 
3520).  Generally,  OMB  has  60  days  to 
review  proposed  collections  of 
information.  However,  since  Congress 
mandated  that  this  Project  begin  no  later 
than  August  23, 1996,  the  FHWA  will 
request  that  OMB  authorize  emergency 
processing  of  FHWA’s  submission  of 
these  information  collection 
requirements  as  provided  for  in  OMB’s 
regulations  implementing  the 
Paperwork  Reduction  Act.  The  OMB 
regulation  regarding  emergency 
processing  provides,  in  part,  that  an 
agency  may  request  exp^ted 
processing  if  use  of  normal  procedures 
is  reasonably  likely  to  cause  a  statutory 
deadline  to  be  missed.  5  CFR  - 
1320.13(a)(2)(iii).  The  FHWA  will 
request  that  ONffi  approve  this  request 
within  20  days. 

Analysis  of  Project  data  will  occur 
throughout  the  Project,  and  only  at  such 
time  as  that  analysis  is  complete  will 
the  FHWA  be  in  a  position  to  consider 
other  performance-based  initiatives  in 
this  area.  Given  the  Project  parameters, 
the  FHWA  believes  that  three  years  of 
continuous,  sustained  motor  carrier 
operations  is  the  minimum  amount  of 
time  necessary  to  draw  conclusions 
about  operational  safety.  In  view  of  the 
customary  level  of  activity  for  a  motor 
carrier,  the  FHWA,  after  three  years, 
should  be  able  to  assert,  with  reasonable 


certainty,  that  the  data  accmnulated 
with  respect  to  the  activity  of  the  class 
of  motor  carriers  in  this  Project  is 
representative  of  future  belmvior. 
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I.  The  New  Era  at  FHWA 

The  FHWA  is  entering  a  new  era  of 
highway  safety.  The  President’s 
initiatives  in  reinventing  government 
and  regulatory  reform  have  challenged 
the  FHWA  to  re-examine  the  way  in 
which  it  operates.  Internally,  the  FHWA 
has  begun  to  orient  its  systems  more 
toward  performance-based  standards 
and  to  reward  its  employees  who  set 
and  attain  performance^  goals. 

Externally,  the  FHWA  is  approaching  its 
duty  to  advance  the  safety  of  the  public, 
and  particularly  the  motor  carrier 
industry,  in  a  new  manner.  We  are  de¬ 
emphasizing  prescriptive,  “red  tape’’ 
requirements,  and  focusing  upon 
allowing  the  motor  carrier  industry  a 
greater  role  in  promoting  highway 
safety.  In  particular,  the  new  era  at 
FHWA  is  characterized  by: 

Greater  FHWA  Emphasis  upon  Safety 
Performance,  and  Less  Emphasis  Upon  the 
Specific  Procediuas  Employed  to  Achieve 
Safety.  In  order  to  improve  highway  safety, 
the  FHWA  is  focusing  more  upon  the  results 
of  the  operational  controls  of  motor  carriers, 
and  less  upon  the  specific  design  of  those 
controls.  To  monitor  the  safety  of  motor 
carriers,  the  FHWA  is  increasingly  utilizing 
“performance-based”  systems;  that  is, 
systems  which  employ  performance 
standards  to  measure  safety.  This  ^proach 
provides  the  motor  carrier  greater  flexibility 
to  conduct  its  business  in  me  manner  which 
best  meets  its  organizational  and  operational 
needs.  Rather  than  sacrificing  operational 
efficiency  in  order  to  conform  its  procedures 
to  specific  regulatory  requirements,  the  motor 
carrier  is  better  able  to  capitalize  upon 
opportunities  to  exercise  creativity  in 
developing  those  countermeasures  which 
work  best  for  it  In  turn,  the  economic  vitality 
of  the  motor  carrier  industry  is  promoted. 

Greater  Reliance  upon  our  Partners.  In  this 
environment,  the  FHWA  relies  increasingly 
upon  its  partners  in  the  motor  carrier 
industry  to  share  the  burden  of  promoting 
safety.  The  States  are  assuming  greater 
responsibility  for  ensuring  compliance  by 
interstate  motor  carriers  with  the  FMCSRs, 
and  this  Project  will  provide  the  FHWA  with 
further  opportunities  to  work  with  State 
enforcement  officials  in  developing  new 
approaches  to  improving  highway  safety.  In 
addition,  motor  carriers  are  recognizing  that, 
hand-in-hand  with  the  increased 
opportunities  presented  by  the  greater 
emphasis  upon  performance,  comes  an 
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increased  responsibility  on  their  part  for 
safety.  As  long  as  a  motor  carrier 
demonstrates  by  its  safety  performance  that 
it  recognizes  this  responsibility,  it  will 
experience  less  operational  oversight  from 
the  FHWA.  This  enables  the  FHWA  to  focus 
more  of  its  limited  resources  upon  those 
carriers,  and  drivers,  who  adversely  affect 
highway  safety. 

Greater  Reliance  Upon  Technology  to 
Achieve  Safety  The  FHWA  is  encouraging 
greater  implementation  of  technology  as  a 
tool  in  the  effort  to  improve  motor  carrier 
safety.  One  benefit  of  the  greater  flexibility  of 
the  new  environment  will  be  that  motor 
carriers  will  be  better  able  to  explore  “high 
tech”  solutions  to  operational  safety. 

The  FHWA  recently  sought  information 
from  the  motor  carrier  community  with 
regard  to  advanced  driver,  vehicle,  and 
inspection  technology  in  CMV  operations 
(Notice  and  Request  For  Information,  60  FR 
46682,  Sep.  7, 1995).  Eight  responses  were 
received  to  this  Notice — three  from  private 
industry,  three  from  trade  associations,  and 
two  from  state  or  local  agencies.  None  of 
them  brought  to  light  any  significant 
developments  on  these  topics.  However, 
technology  progresses  rapidly,  and  the 
FHWA  wishes  to  capitalize  on  every 
opportunity  to  explore  new  ways  in  which 
technology  can  ease  the  burden  on  all  parties. 
Is  there  a  greater  role  which  technology  could 
play  in  addressing  the  needs  of  this  Project? 

Greater  Emphasis  Upon  Regulatory 
Reinvention  and  “Zero-Base”  Reform.  The 
FHWA  is  currently  at  the  halfway  point  of 
the  multi-year  “Zero-Base  Regulatory  Review 
Program.”  This  program  is  redesigning  the 
FMCSRs  into  a  performance-based  “Rulebook 
of  the  Future.”  The  new  design  is  evolving 
from  a  close  examination  of  each  FMCSR 
from  the  ground  up,  or  “zero-base.”  This 
examination  will  ensure  that  each 
requirement  of  our  regulations  is  either 
supported  by  sound  data,  or  represents  the 
best  professional  judgment  possible.  The 
NHS  Act  directs  the  FHWA  to  conduct  a 
zero-base  review  at  the  conclusion  of  the 
Project.  This  review,  drawing  upon  the 
various  zero-base  resources  of  the  FHWA, 
will  examine  the  need  for,  as  well  as  the  cost 
and  benefits  of,  each  provision  of  the 
FMCSRs,  as  applied  to  this  class  of  motor 
carriers. 

For  purposes  of  this  Project,  the  new 
era  at  the  FHWA  means  that 
participants  in  the  Project  will  be  able 
to  exercise  a  high  degree  of  innovation, 
consistent  with  highway  safety,  in 
designing  and  implementing  ^eir  safety 
controls.  Motor  carriers  will  also  be 
challenged  to  demonstrate  that  they  can 
fulfill  their  responsibility  for  safety 
when  regulatory  relief  is  granted. 

n.  Proposed  Exemptions  of  the  Project 

In  accordance  with  the  NHS  Act, 
interstate  motor  carriers  participating  in 
the  Project  will  be  exempt  from  certain 
sections  of  the  FMCSRs.  The  FHWA 
proposes  the  regulations  described 
below  as  the  particular  FMCSRs  from 
which  motor  carriers  participating  in 
the  Project  would  be  exempt.  All  motor 


carriers  participating  in  the  Project 
would  be  exempt  from  the  same 
regulations.  Applicant  motor  carriers 
would  not  be  authorized  to  pick  and 
choose  the  regulations  from  which  they 
would  be  exempt.  In  this  way,  all  motor 
carriers  in  the  Project  would  be 
operating  under  the  same  conditions. 

The  FHWA  believes  that  any  weakening 
of  this  .uniformity  would  compromise 
the  Project  data  and  impair  the 
evaluation  phase  of  the  Project. 

In  selecting  specific  FMCSRs  to 
propose  for  exemption,  the  FHWA 
believes  that  relief  from  those 
regulations  related  to  the  physical 
requirements  of  drivers,  the  parts  and 
accessories  necessary  for  safe  operation, 
and  the  number  of  hours  which  drivers 
may  operate  CM  Vs  would  not  be  in  the 
public  interest.  The  regulations  which 
are  proposed  for  exemption  are  those 
whose  purposes  could  easily  be  served 
by  the  safety  control  plans  to  be 
developed  by  participating  motor 
carriers  and  monitored  bv  the  FHWA. 

The  FHWA  proposes  that  Project 
motor  carriers  would  be  exempt  from 
the  following  regulations: 

Driver  Qualifications 

The  FHWA  proposes  that  newly-hired 
drivers  would  not  be  required  to 
prepare,  or  furnish  to  the  employing 
motor  carrier,  a  list  of  violations  of 
motor  vehicle  laws,  or  a  certificate  in 
lieu  thereof.  Drivers  would  also  not  be 
required  to  successfully  complete  a 
Driver’s  Road  Test,  or  furnish  an 
Application  For  Employment.  49  CFR 
391.11(b)(8),  391.11(b)(10),  and 
391.11(b](ll).  In  addition,  motor 
carriers  would  not  have  to  maintain 
“Driver  Qualification  Files”  on  each 
driver  in  accordance  with  49  CFR 
§  391.51.  Driver  Hours  Of  Seivice 

The  FHWA  proposes  that  Project 
drivers  would  not  be  required  to  comply 
with  record  of  duty  status  provisions, 
whether  this  entails  maintenance  of  a 
logbook  in  accordance  with  49  CFR 
395.8,  use  of  a  timecard  in  accordance 
with  49  CFR  395.1(e),  or  the  use  of  an 
automatic  on-board  recording  device  in 
accordance  with  49  CFR  395.15. 
However,  Project  motor  carriers  and 
drivers  would  have  to  continue  to 
observe  the  provisions  governing 
maximum  driving  time,  and  the  use  of 
ill  or  fatigued  operators.  49  CFR  395.3 
and  392.3.  Project  motor  carriers,  and 
their  drivers,  would  not  forfeit  any  other 
exemptions  currently  available  under 
FHWA  regulations. 

CMV  Inspections 

While  participating  in  the  Project, 
motor  carriers  would  be  exempt  from 
the  requirements  pertaining  to  CMV 
inspection  records  and  their  retention. 


In  addition,  exemption  would  be 
granted  from  the  requirements 
pertaining  to  driver  vehicle  inspection 
reports  and  the  driver  vehicle 
inspection.  49  CFR  396.3  (b)  and  (c), 
396.11,  and  396.13  (b)  and  (c).  Finally, 
the  FHWA  proposes  that  driveaway- 
towaway  inspections  would  not  be 
required,  nor  would  the  periodic 
inspection  and  the  periodic  inspection 
report.  49  CFR  396.15,  396.17  and 
396.21. 

Accident  Information 

The  FHWA  proposes  to  exempt 
Project  motor  carriers  from  the 
requirement  that  they  maintain  an 
accident  register  in  accordance  with  49 
CFR  390.15  vb)(l)  and  (b)(2).  This 
exemption  would  allow  motor  carriers 
to  maintain  their  records  during  the 
Project  in  the  manner  which  they  deem 
best. 

The  FHWA  seeks  public  comment  on 
whether  these  exemptions  are 
appropriate  and  whether  other 
regulations  ought  to  be  included.  We 
ask  that  you  consider  which  of  the 
current  FMCSRs  most  readily  lend 
themselves  to  exemption.  That  is,  which 
are  most  amenable  to  being  replaced  by 
a  standard  or  standards  based  upon 
performance?  The  NHS  Act  requires  the 
FHWA  to  ensure  that  the  Project  is 
designed  to  achieve  a  level  of 
operational  safety  “equal  to  or  greater 
than”  that  imder  the  current 
requirements  of  the  FMCSRs.  In 
considering  additional  exemptions 
under  this  Project,  the  FHWA  will 
carefully  weigh  whether  adequate  safety 
measiures  exist  to  ensure  that  the 
exemptions  do  not  cause  a  decline  in 
motor  carrier  safety, 

HI.  Criteria  for  Administration  to  the 
Project 

In  selecting  the  criteria  which  motor 
carriers  must  satisfy  to  be  admitted  to 
this  Project,  the  FHWA  will  be  guided 
by  the  principles  of  the  new  era  at 
FHWA.  The  FHWA  proposes  the 
following  criteria  for  admission  because 
the  agency  believes  they  will  advance 
the  development  of  em  enviromnent 
which  rewards  results  and  fosters 
technology-based  applications.  At  the 
same  time,  this  Project  will  generate 
data  which  will  assist  the  agency’s  zero- 
base  initiatives. 

The  criteria  for  admission  to  the 
Project  which  the  FHWA  proposes 
(numbered  1  through  7)  follow: 

1.  A  motor  carrier  would  be  eligible  for  the 
project  if: 

(a)  It  operates  in  interstate  commerce,  and 

(b)  Its  operations  include  CMVs  having  a 
GiWR  between  10,001  and  26,000  pounds. 

Specifically  excluded  are  CMVs 
designed  to  transport  more  than  15 
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passengers  (including  the  driver),  and 
CMVs  used  in  transporting  hazardous 
materials  in  placardable  quantities,  as 
defined  in  relations  issued  by  the 
Secretary  of  Transportation  under  the 
Hazardous  Materials  Transportation  Act 
(49  U.S.C.  5101,  et  seq.).  These 
requirements  are  dictated  by  the  NHS 
Act. 

2.  The  FIJWA  intends  that  this  Project 
include  only  motor  carriers  and  drivers  with 
exemplary  safety  records.  To  serve  that  end, 
the  FHWA  proposes  that  a  motor  carrier 
would  be  eligible  for  the  Project  only  if: 

(a)  It  does  not  have  a  current  Safety  Rating 
of  Unsatisfactory,  AND 

(b)  Itsjpolice  reported  accident  rate  is  no 
more  than  1.6  per  million  vehicle  miles 
traveled  for  the  most  recent  36  month  period. 

An  applicant  mtotor  carrier  would 
have  to  satisfy  BOTH  of  these  criteria  to 
be  eligible  to  participate  in  the  Project. 
The  FHWA  would  exclude  those  motor 
carriers  which  have  a  Safety  Rating  of 
Unsatisfactory  from  participating  in  the 
program.  Those  which  have  a  rating  of 
Satisfactory,  or  Conditional,  or  have  no 
rating,  would  be  eligible  for  the  Project 
only  if  they  also  satisfy  the  accident  rate 
criterion. 

Although  the  FHWA  is  entering  a  new 
era  of  p>erformance-based  regulation,  it 
must  continue  to  ensure  that  the  motor 
carrier  industry  is  operating  safely  on 
our  nation’s  highways.  As  proposed, 
this  Project  would  allow  us  to  examine 
the  question;  Does  the  safety 
performance  of  motor  carriers  with 
exemplary  safety  histories  change  when 
they  are  permitted  to  operate  exempt 
fit>m  certain  FMCSRs?  The  exclusion  of 
interstate  motor  carriers  with  either 
Unsatisfactory  Safety  Ratings  or  poor 
accident  rates  p)ermits  the  FHWA  to 
explore  the  role  of  such  exemptions 
wUle  ensuring  the  safety  of  CMVs 
operations. 

Participation  would  be  limited  to 
those  motor  carriers  which  have  « 
exemplary  safety  histories.  An  example 
of  an  exemplary  history  would  be  that 
of  a  motor  carrier  with  an  accident  rate 
equal  to  or  better  than  that  of  the  top 
25%  of  all  motor  carriers.  The  FHWA 
estimates  this  accident  rate  to  be  1.6,  or 
fewer,  crashes  p)er  1,000,000  miles  of 
travel,  based  on  analysis  of  the 
nationwide  poUce  reported  crash 
exp>erience  of  the  typ>es  of  vehicles  that 
are  expected  to  participate  in  this 
Project,  and  the  FHWA’s  estimates  of 
the  miles  traveled  annually  by  such 
vehicles. 

This  suggested  crash  rate  is  more 
particularly  derived  from  the  most 
recent  three  years  of  information  for 
straight  trucks  included  in  the  General 
Estimates  System  (GES)  of  the  National 
Highway  Traffic  Safety  Administration, 
and  fit>m  mileage  statistics  foimd  in  the 


FHWA’s  1994  Highway  Statistics, 
Publication  No.  FHWA-PL-95-042.  The 
FHWA  employed  data  on  straight  trucks 
finm  the  GES  to  ensure  that  all  typ>es  of 
police  reported  crashes  were  taken  into 
consideration.  The  FHWA  believes  that 
in  order  to  definitively  pinpoint  those 
motor  carriers  with  exemplary  safety 
histories,  all  types  of  crashes,  not  just 
those  which  may  be  defined  as 
preventable  or  recordable,  must  be  taken 
into  accovmt.  In  addition,  this  approach 
nearly  doubles  the  number  of  crashes 
available  for  consideration. 

The  FHWA  believes  that  many  of  the 
motor  carriers  which  will  volimteer  for 
the  Project  will  have  up)erations  in 
urban  areas.  Using  a  measime  of  1.6 
police  rep)Orted  crashes  per  million 
miles  of  travel  is  consistent  with  the 
methods  which  the  FHWA  employs  to 
determine  the  Safety  Rating  of  motor 
carriers  with  urban  operations.  When 
combined  with  the  exclusion  of  those 
motor  carriers  with  an  Unsatisfactory 
Safety  Rating,  participation  in  the 
Project  is  effectively  limited  to  motor 
carriers  with  exemplary  safety  histories. 

The  FHWA  seeks  public  comment  on 
these  proposed  criteria.  Is  a  crash  rate  of 
no  more  than  1.6  crashes  p}er  1,000,000 
miles  of  travel  a  prudent  requirement  in 
view  of  the  need  to  limit  particip>ation 
to  those  motor  carriers  with  exemplary 
safety  histories?  Are  there  other  tenable 
approaches,  and  if  so,  what  is  the 
rationale  behind  them? 

3.  Project  motor  carriers  will  submit  the 
name,  driver’s  license  munber,  and  date  of 
employment  for  each  of  its  drivers  whom  it 
proposes  for  participation  in  the  Project.  The 
FHWA  proposes  that  a  driver  would  not  be 
eligible  for  the  Project  if: 

(a)  He  or  she  operates,  AT  ANY  TIME, 
CMVs  other  than  those  which  have  a  GVWR 
between  10,001  and  26,000  pounds, 
inclusive, 

OR  if 

(b)  He  or  she  has  been  convicted,  in  the 
past  three  years,  of: 

(i)  an  ofiense  that  directly  arose  out  of  a 
fatal  traffic  accident; 

(ii)  Driving  a  CMV  while  under  the 
influence  of  alcohol.  This  shall  include: 

(A)  Driving  a  CMV  while  the  person’s 
alcohol  concentration  is  0.04  percent  or 
more; 

(B)  Driving  under  the  influence  of  alcohol, 
as  prescribed  by  State  law; 

(C)  Refusal  to  undergo  such  testing  for 
alcohol  or  controlled  substances  required  by 
any  State  or  jurisdiction; 

(iii)  Driving  a  CMV  while  under  the 
influence  of  a  controlled  substance; 

(iv)  Leaving  the  scene  of  an  accident 
involving  a  (MV;  and 

(v)  A  felony  involving  the  use  of  a  CMV, 
including  use  of  a  CMV  in  the  conunission 
of  a  felony  involving  manufacturing, 
distributing,  or  dispensing  a  controlled 
substance. 

The  FHWA  proposes  that  a  motor 
carrier  appUcant  would  certify  that  its 


Project  drivers  operate  eligible  CMVs 
exclusively.  We  believe  that  drivers  who 
cross  over,  and  operate,  for  example, 
CMVs  in  excess  of  26,000  poimds 
GVWR  (whether  for  the  same  employer 
or  a  different  one),  create  difficulties  in 
analyzing  the  results  of  the  Project.  At 
the  conclusion  of  this  Project,  we  wish 
to  provide  an  analysis  of  the  Project’s 
efiect  upon  the  operation  of  CMVs  in 
the  10,001  to  26,000  pounds  GVWR 
range.  By  excluding  drivers  who  cross 
over  to  operate  other  CMVs,  we  would 
ensure  that  the  Project  data  would  not 
be  compromised  by  the  driving 
experience  developed  while  operating 
other  kinds  of  vehicles. 

In  addition,  the  FHWA  proposes  that 
each  motor  carrier  would  submit  the 
names  of  the  drivers  whom  it  wishes  to 
place  in  the  Project.  The  motor  carrier 
would  also  provide  the  driver’s  license 
numbers,  and  the  dates  on  which  each 
driver’s  employment  with  the  motor 
ceurier  began.  Owner-operators  would 
be  eligible  to  volxmteer  to  participate  in 
the  Project  if  they  satisfy  all  entrance 
criteria. 

The  FHWA  believes  that  the 
exclusion  of  drivers  who  have  these 
types  of  convictions,  in  the  past  three 
years,  is  consistent  with  Criterion  2 
which  confines  the  Project  to  the  safest 
motor  carriers.  'The  Project  must  be 
consistent  in  limiting  its  findings  to  a 
finite  class  engaged  in  specific 
activities;  unnecessary  ambiguity  in  the 
classifications  employed  in  this  Project 
will  limit  the  reliability  of  the  findings 
and  recommendations  of  the  Project. 

The  FHWA  would  like  to  know  if 
there  are  other  means  of  limiting  this 
Project  to  exemplary  drivers  and  would 
welcome  any  ideas  which  the  public 
may  have  on  how  these  issues  could  be 
handled  in  a  different  manner.  In 
responding  to  this  request,  please 
explain  the  rationale  supporting  your 
suggestions. 

4.  Project  motor  carriers  would  be  required 
to  submit  ALL  eligible  drivers  and  ALL 
eligible  motor  vehicles  for  participation  in 
the  Project. 

'The  FHWA  was  directed  by  Congress, 
in  the  NHS  Act,  to  ensure  that  the 
participants  represent  a  broad  cross- 
section  of  fleet  size  emd  drivers.  See 
Public  Uw  No.  104-59,  344(2)(E)(i),  109 
Stat.  at  611  (codified  at  49  U.S.C. 
31136(e)(2)(E)(i)(1996)).  The  FHWA 
believes  that  if  motor  carriers  are 
permitted  to  submit  less  than  all  of  their 
eligible  drivers,  or  vehicles,  to  the 
Project,  the  findings  or  conclusions  of 
the  Project  relative  to  their  performance 
during  the  Project  will  be  subject  to 
questions  about  why  these  particular 
drivers,  or  vehicles,  were  selected.  The 
proposed  approach  allows  the  FHWA  to 


44389 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Notices 


analyze  all  of  a  motor  carrier’s  Project 
vehicles  and  drivers  instead  of  a  select 
portion  of  them. 

The  FHWA  is  mindful  of  the  fact  that 
some  motor  carriers  with  larger 
operations  may  desire  to  vol\mteer  a 
particular  terminal,  or  a  particular 
geographic  region,  or  state,  for  this 
Project.  The  FHWA  anticipates  no 
difficulty  in  affording  motor  carriers 
flexibility  with  this  form  of  selection  for 
participation;  however,  the  FHWA  will 
carefully  scrutinize  any  suggested 
subunits  to  be  certain  that  they  adveuice 
the  Congressional  mandate,  particularly 
the  requirement  that  this  Project 
examine  a  broad  cross-section  of  the 
motor  ceurier  industry.  Any  ideas  which 
the  public  may  have  on  how  this  issue 
could  be  handled  in  a  difierent  manner 
would  be  welcome.  The  rationale  which 
supports  such  a  suggestion  should  be 
explained. 

5.  Project  motor  carriers  would  have  to  be 
active  on  a  year-round  basis. 

The  FHWA  further  proposes  that  each 
interstate  motor  carrier  applying  for 
participation  in  the  Project  would  have 
to  certify  that  it  is  actively  engaged  in 
interstate  commerce  at  all  times  of  the 
year. 

Thus  seasonal  motor  carriers  would 
be  excluded.  The  FHWA  proposes  to 
collect  Project  data  for  a  relatively  short 
period  of  time  (three  years). 
Consequently,  we  believe  that  a  Project 
motor  carrier  must  generate  a  regular 
flow  of  Project  data  on  a  year-round 
basis  in  order  to  provide  the  FHWA 
with  a  true  picture  of  the  effect  of  the 
Project  exemptions  upon  the  motor 
cemrier’s  operational  safety.  The  FHWA 
believes  that  it  should  avoid  issues 
which  cloud  the  evaluation  of  this 
Project,  such  as  what  weight  to  give  to 
the  spotless  accident  record  of  a  motor 
carrier  which  only  operates  for  three 
months  of  the  year,  vis-a-vis  the  spotless 
record  of  a  year-round  motor  carrier. 

The  FHWA  believes  that  it  must  have  a 
consistent  pattern  of  motor  carrier 
activity  in  order  to  reach  sound 
conclusions  regarding  the  Project.  This 
pattern  is  customarily  absent  from  the 
profile  of  the  seasonal  motor  carrier. 

The  agency  invites  public  comment  on 
this  proposed  criterion  and  on  whether 
or  not  the  misgivings  of  the  FHWA  are 
well-founded.  The  FHWA  would  also 
appreciate  suggestions  regarding  other 
methods  the  agency  could  employ  to 
deal  with  the  problems  which  seasonal 
motor  carriers  present. 

6.  Project  motor  carriers  would  be  required 
to  have  vehicle  maintenance  records  wbicb 
reflect  tbe  systematic  inspection,  repair,  and 
replacement  of  all  Project  CMVs. 

The  FHWA  proposes  this  criterion  as 
a  means  of  monitoring  and  selectively 


evaluating  the  performance  of  Project 
motor  ceirriers  in  maintaining  their 
CMVs  in  safe  operating  condition.  The 
FHWA  believes  that  these  records  are 
indicative  of  the  importance  which  the 
motor  carrier  assigns  to  its  vehicle 
maintenance  activities.  Project  motor 
carriers  would  have  to  certify  that  they 
have  maintained  these  records  for  the  12 
months  immediately  preceding  entry 
into  the  Project.  This  data  would  serve 
as  the  benchmark  for  comparison  to  data 
generated  during  the  Project. 
Consequently,  the  Project  motor  carrier 
would  also  have  to  agree  to  maintain 
these  records  on  a  continuing  basis 
throughout  the  Project. 

Please  provide  comments  regarding 
this  criterion.  Are  there  better  methods 
of  measuring  the  particulars  of  fleet 
maintenance?  Please  explain  the 
rationale  underlying  your  suggestion. 

7.  Project  motor  carriers  would  be  required 
to  develop  a  safety  control  plan  (SCP). 

The  FHWA  proposes  that  all  Project 
participants  would  develop  a  Safety 
Control  Plan  prior  to  admission  to  the 
Project.  Under  the  NHS  Act,  an 
applicant  to  the  Project  must  agree  to 
implement  such  safety  management 
controls  as  are  necessary  to  carry  out  the 
objectives  of  the  Project,  while  at  the 
same  time  achieving  a  level  of 
operational  safety  equal  to  or  greater 
than  that  resulting  from  compliance 
with  the  regulations.  See  Public  Law 
104-59,  section  344(2)  (A)  and  (B),  109 
Stat.  at  610-11  (codified  at  49  U.S.C. 
31136(e)(2)  (A)  and  (B)  (1996)). 

After  the  FHWA  reviews  the  timely 
comments  to  this  Notice,  it  will  publish 
a  Notice  of  Final  Determination 
finalizing  edl  aspects  of  this  Project. 

Only  at  that  time  will  motor  carriers  be 
able  to  examine  the  final  Project 
admission  criteria  and  the  regulations 
from  which  the  FHWA  proposes  to  grant 
exemption  under  this  Project.  From  this 
information,  motor  carriers  will  be  able 
to  develop  their  Safety  Control  Plan 
(SCP)  and  application  for  admission  to 
the  Project. 

Until  the  Notice  of  Final 
Determination  is  issued,  specific  criteria 
for  the  SCP  are  unavailable.  However, 
we  propose  that,  in  general,  the  SCP 
would  provide  the  answers  to  the 
following  questions;  During  the  Project, 
how  will  the  motor  carrier  applicant 
ensure; 

That  Project  drivers  are  qualified  to  operate 
commercial  motor  vehicles. 

That  Project  vehicles  are  in  safe  operating 
condition. 

That  Project  drivers  are  complying  with  the 
maximum  hours  of  service  requirements  of 
the  FMCSRs,  and 

That  it  will  receive  a  timely  warning  if 
Project  drivers  are  violating  the  FMCSRs  or 
the  Agreement? 


The  FHWA  believes  that  the 
preparation  of  the  SCP  will  be 
straightforward  for  most  motor  carriers 
which  have  the  exemplary  safety  history 
required  in  order  to  qualify  for  this 
Project.  Experience  has  shown  that  the 
vast  majority  of  motor  carriers  who  have 
exemplary  safety  histories  also  have  a 
well-defined  set  of  safety  controls.  For 
this  Project,  the  FHWA  proposes  that  an 
existing  set  of  company  operating 
instructions,  whether  currently 
included  in  a  manual  or  set  of  policy 
documents,  could  be  used  to  satisfy  the 
SCP  requirement,  if  a  motor  carrier 
directed  the  FHWA  to  the  sections 
which  satisfy  the  SCP  requirements. 
Where  an  initial  SCP  must  be  created, 
the  FHWA  believes  that  simple 
explanations  of  the  day-to-day  safety 
practices  and  controls  which  the  motor 
carrier  employs,  or  will  employ,  would 
suffice.  Upon  review  of  a  motor  carrier, 
the  FHWA  would  need  to  be  able  to 
comprehend  from  the  SCP  what  safety 
controls  are  in  place,  and  be  able  to 
evaluate  them  in  terms  of  the  level  of 
compliance  they  could  be  expected  to 
produce.  For  those  motor  carriers  which 
would  like  assistance  in  developing 
their  SCP,  the  FHWA  proposes  to 
develop  and  make  available  a  suggested 
outline  for  the  document.  Comments 
and  suggestions  as  to  the  substance  and 
form  this  outline  should  take  would  be 
welcome.  The  FHWA  also  welcomes  the 
comments  of  the  public  on  the  following 
question;  Should  the  SCP  be  submitted 
to  the  FHWA?  Why,  or  why  not? 

IV.  The  Agreement 

The  FHWA  proposes  that  an  eligible 
interstate  motor  carrier  would  volunteer 
for  the  Project  by  submitting  an 
application  for  admission.  Thereafter, 
the  FHWA  would  approve  or  deny  the 
application  within  120  days.  If 
approved,  a  written  agreement  with  the 
FHWA  would  be  executed,  in  which  the 
FHWA  would  grant  the  motor  ceurier 
exemption  firom  certain  requirements  of 
the  FMCSRs.  The  motor  carrier  would 
agree  to  be  responsible  for  maintaining 
its  safety  performance  while 
participating  in  the  Project,  and  to  make 
data  on  its  operations  available  to  the 
FHWA.  A  Project  motor  carrier  would 
also  agree  to  abide  by  the  remaining 
FMCSRs,  and  all  changes  which  may 
occur  to  the  FMCSRs,  as  the  Project 
pro^sses. 

The  FHWA  proposes  that  each  Project 
motor  carrier  would,  as  a  condition  of 
its  Agreement  with  the  FHWA,  agree  to 
provide  the  FHWA,  on  a  quarterly  basis 
each  year,  with  the  following; 

(a)  Details  of  all  police  reported  accidents 
involving  Project  vehicles  and/or  drivers, 
including  nonconfidential  insurance-related 
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information,  sufficient  to  enable  the  FHWA 
to  locate  the  corresponding  State  police 
accident  report; 

(b)  The  miles  traveled  by  Project  vehicles, 
and  the  calculation  of  crashes  per  1,000,000 
vehicle  miles  traveled; 

(c)  Changes  in  the  initial  roster  of  Project 
drivers,  including  the  names  of  those  no 
longer  employed  by  the  motor  carrier,  and 
the  names,  driver’s  license  numbers,  and 
dates  of  employment  of  all  new  hires 
proposed  for  the  Project  (this  information 
would  enable  the  FHWA  to  monitor  the 
driving  records  of  Project  drivers);  and 

(d)  Vehicle  maintenance  records  reflecting 
the  frequency  of  replacement  or  repair  of 
safety-related  parts.  (This  information  would 
enable  the  FHWA  to  compare  this 
information  to  the  records  which  reflect  the 
12  months  preceding  the  motor  carrier’s 
entrance  into  the  Project.) 

The  FHWA  would  like  public 
comment  upon  this  proposal.  The 
FHWA  will  require  data  in  order  to 
evaluate  this  Project.  What  is  the  best 
method  of  providing  this  data  to  the 
FHWA?  Is  some  form  of  periodic 
reporting  necessary?  If  periodic  reports 
are  necessary:  (a)  Does  the  industry 
believe  that  they  ought  to  be  submitted 
quarterly,  or  at  some  other  interved;  and 
(b)  could  such  information  be  made 
available  in  electronic  format,  or  by 
means  of  on-line  service?  The  FHWA  is 
interested  in  other  suggestions  of 
methods  by  which  the  Agency  could 
satisfy  its  duty  to  monitor  and  evaluate 
this  Project  while  minimizing  the 
paperwork  burden  on  the  motor  carrier. 

b  addition,  the  FHWA  proposes  that 
each  motor  carrier  admitted  to  the 
Project  would  agree  to  notify  the  FHWA 
immediately  if  any  of  the  following 
occur 

(1)  The  motor  carrier  is  sold,  goes  out  of 
business,  changes  its  name,  ceases  to  operate 
in  interstate  coimneice,  or  in  any  way  alters 
its  operation  in  such  a  manner, 

(2)  The  motor  carrier  ceases  to  conduct 
active  operations  on  a  year-roimd  basis; 

(3)  The  motor  carrier  ceases  to  operate 
Q^s  with  GVWRs  between  10,001  and 
26,000  pounds; 

(4)  'The  motor  carrier  is  rated 
“Unsatisfactory;” 

(5)  The  accident  rate  of  the  motor  carrier 
excMds  1.6  per  million  vehicle  miles 
traveled  for  the  most  recent  thirty-six  month 
period; 

(6)  The  motor  carrier  is  imable,  for  any 
reason,  to  carry  out  the  terms  of  the  Safety 
Control  Plan  which  it  developed  for  this 
Project: 

(7)  The  motor  carrier  is  unable  to  maintain 
Vehicle  Maintenance  Records  which  reflect 
the  inspection,  repair  and  maintenance 
history;  or 

(8)  A  Project  driver  ceases  to  exclusively 
operate  CMVs  with  GVWRs  between  10,001 
and  26,000  pounds. 

The  FHWA  also  believes  that  some 
form  of  identification  card  or  form 
should  be  furnished  by  the  FHWA  to 


those  selected  to  participate  in  the 
Project.  We  propose  that  a  single-page 
document  executed  by  the  FHWA 
would  serve  this  purpose.  Any  card  or 
form  furnished  to  drivers  would  be 
surrendered  upon  termination  of 
employment  with  the  motor  carrier  that 
nominated  them  for  the  Project.  We 
invite  public  comment  on  tUs  proposal, 
and  encourage  the  development  of 
alternative  methods  of  providing 
appropriate  identification  of  drivers  and 
C^Vs  included  in  the  Project. 

V.  Coordination  With  the  States 

The  Motor  Carrier  Safety  Assistance 
Program  (MCSAP)  was  established  by 
Congress  in  1982,  and  has  subsequently 
been  amended  several  times.  The 
program  provides  grants  to  States  which 
agree  to  adopt  and  enforce  minimum 
Federal  safety  standards  for  interstate 
and  intrastate  CMVs  and  drivers.  The 
MCSAP  funds  are  used  to  support 
salaries,  equipment,  and  training  of 
State  enforcement  officers.  The  data 
collected  by  the  States  are  shared  on  a 
national  basis  and  used  by  the  FHWA  as 
the  basis  for  its  safety  rating,  review, 
and  enforcement  programs.  Through  the 
MCSAP,  the  FHWA  and  its  State 
partners  have  developed  a  uniform 
program  of  safety  compliance  and 
enforcement  for  CMVs. 

The  FHWA  recognizes  that  this 
Project  presents  new  challenges  for  this 
partnership.  We  are  asking  our  State 
partners  to  support  this  program 
because  of  the  long-term  benefit  which 
it  can  bestow  upon  the  regulatory 
environment.  TTiis  Project  will  serve  as 
a  major  step  toward  a  permanent 
performance-based  revision  of  the 
FMCSRs.  Through  the  implementation 
of  a  demcmstration  project  instead  of  the 
initiation  of  a  rulemak^g,  the  FHWA 
will  avoid  burdening  the  States,  and 
motor  carriers,  with  frequent 
amendments  to  the  FMCSRs  driven  by 
the  preliminary  results  of  performance- 
bitsed  regulation.  Currently  there  are  26 
states  and  territories  that  automatically 
adopt  any  revisions  to  the  FMCSRs. 

This  demonstration  project  would 
minimize  the  disruption  to  the  States 
and  motor  carriers  and  would  preserve 
the  existing  standards  of  highway  safety, 
while  permitting  examination  of  the 
effect  of  performance-based  standards 
on  a  controlled  group  of  motor  carriers. 
This  Project  should  provide  data  which 
will  serve  as  the  fovmdation  for 
performance-based  rules. 

VI.  Disqualification 

The  FHWA  does  not  anticipate  that 
any  motor  carrier  which  has  satisfied 
the  stringent  admission  criteria  of  this 
Project  will  experience  any 
deterioration  of  its  safety  record. 


However,  should  this  occur,  the  FHWA 
would,  consistent  with  its  duty  imder 
the  NHS  Act,  take  all  steps  necessary  to 
protect  the  public  interest,  as  well  as  the 
integrity  of  the  Project.  Participation  in 
this  Project  is  volxmtary,  and  the  FHWA 
retains  the  right  to  revoke  a  motor 
carrier’s  exemption  and  participation  in 
the  Project  if  its  safety  performance 
poses  a  threat  to  highway  safety. 
Participating  motor  carriers  will  not  be 
exempt  from  compliance  reviews  or 
enforcement  actions  on  the  remaining 
regulations  from  which  they  are  not 
exempt,  or  on  those  portions  of  its 
operations  (such  as  those  involving 
CMVs  with  a  GVWR  in  excess  of  26,000 
poimds)  which  are  not  a  part  of  the 
Project.  Also,  Project  drivers  who  pose 
a  threat  to  highway  safety  would,  at  a 
minimum,  be  subject  to  immediate 
revocation  of  their  privilege  to 
participate  in  the  Project. 

The  FHWA  proposes  that  if  it  finds 
that  the  highway  operations  of  a  Project 
motor  carrier  have  placed  the  safety  of 
the  public  in  jeopardy,  it  would,  at  a 
minimum,  declare  the  motor  carrier 
disqualified  and  remove  it  from  the 
Project.  The  FHWA  also  proposes  that 
an  increase  in  the  police  reported 
accident  rate  of  a  Project  motor  carrier 
such  that  it  exceeds  1.6  per  million 
vehicle  miles  traveled  (see  Criteria  For 
Admission,  Item  2(b)  above)  would  be 
groimds  for  immediate  disqualification 
of  the  motor  carrier.  In  addition,  the 
FHWA  proposes  that  any  Project  driver 
convicted  of  any  of  the  offenses 
enumerated  under  3(b)  of  the  Criteria  for 
Admission  above  would  be  immediately 
disqualified  from  further  participation 
in  the  Project.  We  propose  that  such  a 
conviction  would  not  necessarily  result 
in  the  disqualification  of  the  motor 
carrier  who  placed  the  convicted  driver 
in  the  Project. 

VII.  The  Final  Evaluation 

The  NHS  Act  requires  the  FHWA  to 
conduct  an  evaluation  at  the  conclusion 
of  the  Project.  The  principal  objective  of 
the  evaluation  is  to  provide  input  to  a 
zero-base  review  of  the  need  for,  and  the 
cost  and  benefits  of,  the  FMCSRs  as  they 
apply  to  interstate  motor  carriers 
operating  CMVs  in  the  10,001  to  26,000 
pound  CVWR  class. 

The  FHWA  proposes  that  the 
evaluation  would  focus  upon 
operational  safety  by  comparing  the 
collective  experience  of  Project  motor 
carriers  and  drivers  during  the  Project 
with  that  prior  to  the  Project.  The 
evaluation  would  also  compare  the 
collective  experience  of  Project  motor 
carriers  and  drivers  with  the  collective 
experience  of  motor  carriers  and  drivers 
not  participating  in  the  Project. 
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Vm.  Paperwork  Reduction  Act  of  1995 

As  proposed,  this  voluntary  program 
would  impose  information  collection 
requirements  which  are  subject  to 
review  by  OMB  under  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3501- 
3520).  Persons  are  not  required  to 
respond  to  a  collection  of  information 
unless  it  displays  a  currently  valid  OMB 
control  number.  The  FHWA  has 
requested  that  OMB  authorize 
emergency  processing  of  these  proposed 
information  collections  through  an 
alternative  procedure  provide  in 
OMB’s  regulations  for  cases  where, 
among  other  things,  use  of  normd 
procedures  is  reasonably  likely  to  cause 
a  statutory  deadline  to  be  missed.  5  CFR 
§  1320.13.  The  FHWA  has  asked  OMB  to 
approve  this  request  within  20  days. 
However,  the  FHWA  anticipates  that 
this  approval  will  be  for  a  period  of  not 
more  than  90  days,  pxirsuant  to  OMB 
regulatiqns.  Thus,  the  FHWA  also 
intends  to  submit  a  request  to  OMB 
through  the  usual  procediues  for 
approval  under  the  Paperwork 
Reduction  Act  of  1995  for  a  three  year 
period. 

In  general.  Federal  agencies  must 
provide  60  days  of  notice  in  the  Federal 
Register  concerning  each  collection  of 
information.  Comments  on  the 
information  collections  proposed  in  this 
Notice  will  be  considered  by  the  FHWA 
in  its  request  for  long-term  approval. 
With  respect  to  the  collections  of 
information  described  below,  the  FHWA 
invites  comments  on:  (1)  Whether  the 
proposed  collections  of  information  are 
necessary  for  the  proper  performance  of 
the  functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility;  (2)  the  accuracy  of  the 
agency’s  estimate  of  the  burden  of  the 
proposed  collections  of  information, 
including  the  validity  of  the 
methodology  and  assiunptions  used;  (3) 
ways  to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  (4)  ways  to  minimize  the 
burden  of  these  collections  of 
information  on  those  who  are  to 
respond,  including  through  the  use  of 
automated  collection  techniques,  when 
appropriate,  and  other  forms  of 
information  technology. 

The  title  used  to  identify  the 
information  collections  proposed  in  this 
notice  and  submitted  for  OMB’s 
approval  is — ^Motor  Carrier  Regulatory 
Rehef  and  Safety  Demonstration  Project. 

This  Federal  Register  notice  proposes 
a  voluntary  pilot  project.  In  return  for 
receiving  exemption  horn  certain 
Federal  Motor  Carrier  Safety 
Regulations,  each  Project  motor  carrier 
would  be  required  to  develop  and/or 
furnish  certain  information  about  its 


operations.  It  is  anticipated  that  the 
initial  application  will  require  about 
one-half  hour  to  complete  on  average. 
This  document  is  necessary  to  identify 
those  motor  carriers  who  believe  they 
are  eligible  to  participate  in  the  Project, 
and  to  indicate  their  desire  to  be 
included  in  the  Project.  The  Safety 
Control  Plan,  outlining  the  safety 
management  measures  the  motor  carrier 
would  have  in  place  to  ensure  that  it 
would  achieve  the  appropriate  level  of 
operational  safety  during  the  Project, 
would  require,  on  average,  one  and  one- 
half  hours  to  prepare.  This  document 
would  be  subject  to  examination  by  the 
FHWA,  and  would  be  necessary  to  assist 
the  FHWA  in  ensuring  that  Project 
participants  did  not  neglect  those 
aspects  of  motor  carrier  safety  which  are 
normally  addressed  by  the  regulations 
from  which  they  are  temporarily 
exempt.  In  addition,  participating  motor 
carriers  would  be  required  to  sulmit  to 
the  FHWA:  (1)  For  each  of  its  Project 
drivers,  the  name,  driver’s  license 
identification  number,  and  date  of 
employment  and  (2)  for  each  Project 
vehicle,  the  vehicle  identification 
number.  On  a  quarterly  basis,  the  motor 
carrier  would  have  to  advise  the  FHWA 
of  any  changes  in  this  information.  In 
addition,  during  the  Project,  motor 
carriers  would  be  required  to  maintain, 
but  not  submit,  a  record  of  the 
maintenance  performed  upon  Project 
vehicles.  These  collections  and 
submissions  of  information  are 
necessary  in  order  to  effectively  grant 
Project  exemption  to  identifiable  CMVs 
and  operators  of  CMVs  and  to  permit 
the  performance  of  each  to  be  monitored 
and  evaluated.  It  is  estimated  that  the 
reporting  and  recordkeeping  burden  for 
these  items  would  be  one  hour  and 
fifteen  minutes  on  the  average. 

In  addition,  it  is  proposed  that  each 
accident  involving  Project  drivers  and/ 
or  Project  vehicles  would  be  reported  to 
the  FHWA  on  a  quarterly  basis.  Each 
Project  motor  carrier  would  also 
calculate  its  accident  rate  per  milUon 
vehicle  miles  traveled  on  a  quarterly 
basis,  and  advise  the  FHWA  if  that  rate 
exceeds  1.6.  'This  information  is 
necessary  in  order  to  detect  those  motor 
carriers  whose  safety  performance  is 
declining  during  the  ^ject  and  would 
also  be  used  to  assist  in  comparing  the 
performance  of  the  exempt  motor 
carriers  with  the  performance  of  those 
which  remain  subject  to  the  FMCSRs. 
The  annual  reporting  and  recordkeeping 
burden  for  this  information  is  estimated 
to  be  one-half  hour  on  the  average. 

'The  most  likely  respondents  to  this 
information  collection  will  be  motor 
carriers  operating  commercial  motor 
vehicles  (CMVs)  with  a  gross  vehicle 


weight  rating  (GVWR)  between  10,001 
and  26,000  pounds  in  interstate 
commerce,  with  a  Safety  Rating  of 
satisfactory  or  unrated,  and  wi&  an 
accident  rate  of  fewer  than  1.6  per 
million  miles  traveled.  The  approximate 
number  of  motor  carriers  currently 
eUgible  to  participate  in  the  Project  is 
33,000.  Therefore,  it  is  estimated  that 
the  tot«i  annual  reporting  and 
recordkeeping  burden  will  be  2,214,250 
hours.  Comments  on  these  proposed 
information  collections  may  be 
submitted  either  to  OMB  or  the  FHWA 
(Docket  #  MC-96-40). 

DC.  Conclusion 

The  FHWA  welcomes  comment  on 
any  and  all  aspects  of  this  Project  from 
trade  associations,  public  interest 
groups,  the  States,  interstate  motor 
carriers,  drivers,  and  all  others. 

Issued  on:  August  2, 1996. 

Rodney  E.  Slater, 

Federal  Highway  Administrator. 

(FR  Doc.  96-21928  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  4910-22-P 


National  Highway  Traffic  Safety 
Administration 

[Docket  Number  96-092;  Notice  1] 

Reports,  Forms,  and  Recordkeeping 
Requirements 

AGENCY:  National  Highway  Traffic 
Safety  administration  (NHTSA), 
Department  of  Transportation. 

ACTION:  Request  for  public  comment  on 
proposed  collections  of  information. 

SUMMARY:  Before  a  Federal  agency  can 
collect  certain  information  from  the 
public,  it  must  receive  approval  from 
the  Office  of  Management  and  Budget 
(OMB).  Under  new  procedures 
established  by  the  Paperwork  Reduction 
Act  of  1995,  before  seeking  OMB 
approval.  Federal  agencies  must  solicit 
pubhc  comment  on  proposed 
collections  of  information,  including 
extensions  and  reinstatements  of 
previously  approved  collections. 

This  document  describes  two 
collections  of  information  for  which 
NHTSA  intends  to  seek  OMB  approval. 
DATES:  Comments  must  be  received  on 
or  before  October  28, 1996. 

ADDRESSES:  Comments  must  refer  to  the 
docket  and  notice  number  cited  at  the 
beginning  of  this  notice  and  be 
submitted  to  Docket  Section,  Room 
5109,  NHTSA,  400  Seventh  Street, 
Southwest,  Washington,  D.C.  20590. 
Please  identify  the  proposed  collection 
of  information  for  which  a  comment  is 
provided,  by  referencing  its  OMB 
Clearance  Number.  It  is  requested,  but 
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not  required,  that  one  original  plus  two 
copies  of  the  comments  be  provided. 

The  Docket  Section  is  open  on 
weekdays  firom  9:30  a.m.  to  4  p.m. 

FOR  FURTHER  INFORMATION  CONTACT: 
Complete  copies  of  each  request  for 
collection  of  information  may  be 
obtained  at  no  charge  firom  Edward 
Kosek,  NHTSA  Information  Collection 
Clearance  Officer,  NHTSA,  400  Seventh 
Street,  Southwest,  Room  6123, 
Washington,  D.C.  20590.  Mr.  Kosek’s 
telephone  munber  is  (202)  366—2590. 
Please  identify  the  relevant  collection  of 
information  by  referring  to  its  OMB 
Clearance  Number. 

SUPPLEMENTARY  INFORMATION:  Under  the 
Paperwork  Reduction  Act  of  1995, 
before  an  agency  submits  a  proposed 
collection  of  information  to  OMB  for 
approval,  it  must  publish  a  docxunent  in 
the  Federal  Register  providing  a  60-day 
comment  period  and  otherwise  consult 
with  members  of  the  public  and  affected 
agencies  concerning  each  proposed 
collection  of  information.  The  OMB  has 
promulgated  regulations  describing 
what  must  be  included  in  such  a 
dociunent.  Under  OMB’s  regulations  (at 
5  CFR  1230.8(d)).  an  agency  must  ask 
for  public  comment  on  the  following: 

(i)  whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 

(ii)  the  acciuacy  of  the  agency’s 
estimate  of  the  brnden  of  the  proposed 
collection  of  information,  including  the 
validity  of  the  methodology  and 
assiunptions  used; 

(iii)  now  to  enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected;  and 

(iv)  how  to  minimize  the  burden  of 
the  collection  of  information  on  those 
who  are  to  respond,  including  the  use 
of  appropriate  automated,  electronic, 
m^echanical,  or  other  technological 
collection  techniques  or  other  forms  of 
information  technology,  e.g.,  permitting  . 
electronic  submission  of  responses.  ' 

In  compliance  with  these 
requirements.  NHTSA  asks  public 
comment  on  the  following  proposed 
collection  of  information: 

49  CFR  Part  575 — Consumer 
Information  Regulations 

Type  of  Request — ^Reinstatement  of 
OMB  Clearance. 

OMB  Clearance  Number — 2127-0049. 

Form  Number— This  collection  of 
information  uses  no  standard  forms. 

Requested  Expiration  Date  of 
Approval — September  30, 1999. 

Summary  of  the  Collection  of 
Information-^HTSA  must  ensure  that 
motor  vehicle  manufacturers  comply 


with  49  CFR  Part  575,  Consumer 
Information  Regulation  Part  575.103 — 
Truck-camper  loading  and  Part 
575.105 — ^Utility  Vehicles.  Part  575.103 
(Truck-camper  loading)  requires  that 
manufacturers  of  light  trucks  that  are 
capable  of  accommodating  slide-in 
campers  tD  provide  information  on  the 
cargo  weight  rating  and  the  longitudinal 
limits  within  whi<ffi  the  center  of  gravity 
for  the  cargo  weight  rating  should  be 
located.  Part  575.105  (Utility  vehicles) 
requires  that  manufacturers  of  utility 
vefficles  affix  a  sticker  in  a  prominent 
location  alerting  drivers  that  the 
particular  handling  and  maneuvering 
characteristics  of  utility  vehicles  require 
special  driving  practices  when  these 
vehicles  are  operated. 

Description  of  the  need  for  the 
information  and  proposed  use  of  the 
information — ^In  order  to  ensiue  that 
motor  vehicle  manufacturers  are 
complying  with  49  CFR  Part  575, 
NHTSA  needs  consiuner  information 
from  mabeing  introduced. 

Estimate  of  the  total  annual  reporting 
and  recordkeeping  burden  resulting 
from  the  collection  of  information — ^The 
light  truck  memufacturers  are  required  to 
gather  only  pre-existing  data  for  the 
purposes  of  this  regulation.  NHTSA 
estimates  that  each  motor  vehicle 
manufactvuer  will  inciu  a  total  reporting 
and  recordkeeping  burden  of  15  hours. 
Thus,  the  total  estimated  reporting  and 
recordkeeping  burden  hoius  a  year  on 
motor  vehicle  manufacturers  (15  motor 
vehicle  manufacturers  multiplied  by  15 
hours  (gathering  data,  printing,  and 
distributing  copies  of  this  consiuner 
information)  is  300,  at  a  total  cost  of 
$2,240,000. 

Patricia  Breslin, 

Director,  Office  of  Planning  and  Consumer 
Programs  ^fety  Performance  Standards. 

[FR  Doc.  96-21992  Filed  8-27-96;  8:45  am) 
BN.LmQ  CODE  4aiO-6»-P 

DEPARTMENT  OF  THE  TREASURY 

Internal  Revenue  Service 

Proposed  Collection;  Comment 
Request  for  Form  941-M 

agency:  Internal  Revenue  Service  (IRS), 
Treasury. 

ACTION:  Notice  and  request  for 
comments. 

SUMMARY:  The  Department  of  the 
Treasury,  as  part  of  its  continuing  effort 
to  reduce  paperwork  and  respondent 
burden,  invites  the  general  public  and 
other  Federal  agencies  to  take  this 
opportimity  to  comment  on  proposed 
and/or  continuing  information 
collections,  as  required  by  the 


Paperwork  Reduction  Act  of  1995, 

Public  Law  104-13  (44  U.S.C. 
3506(c)(2)(A)).  Currently,  the  IRS  is 
soliciting  comments  concerning  Form 
941-M,  Employer’s  Monthly  F^eral 
Tax  Return. 

DATES:  Written  comments  should  be 
received  on  or  before  October  28, 1996, 
to  be  assured  of  consideration. 
ADDRESSES:  Direct  all  written  comments 
to  Garrick  R.  Shear,  Internal  Revenue 
Service,  room  5571, 1111  Constitution 
Avenue  NW.,  Washington,  DC  20224. 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  information  or 
copies  of  the  form  and  instructions 
should  be  directed  to  Martha  R.  Brinson, 
(202)  622-3869,  Internal  Revenue 
Service,  room  5571, 1111  Constitution 
Avenue  NW.,  Washington,  DC  20224. 

SUPPLEMENTARY  INFORMATION: 

Title:  Employer’s  Monthly  Federal 
Tax  Return. 

OMB  Number:  1545-0718. 

Form  Number:  Form  941-M. 

Abstract:  Form  941-M  is  used  by 
certain  employers  to  report  payroll  taxes 
on  a  monthly  rather  than  quarterly 
basis.  Employers  who  have  failed  to  file 
Form  941  or  who  have  failed  to  deposit 
taxes  as  required  are  notified  by  the 
District  Director  that  they  must  file 
Form  941-M  monthfy. 

Current  Actions:  There  are  no  changes 
being  made  to  this  form. 

T^e  of  Review:  Extension  of  a 
currently  approved  collection. 

Affected  Public:  Business  or  other  for- 
profit  organizations  and  individuals  or 
households. 

Estimated  Niunber  of  Respondents: 

1,000. 

Estimated  Time  Per  Respondent:  147 
hr.,  50  min. 

Estimated  Total  Annual  Burden 
Hours:  147,840. 

The  following  paragraph  applies  to  all 
of  the  collections  of  information  covered 
by  this  notice: 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
imless  the  collection  of  information 
displays  a  valid  OMB  control  number. 
Books  or  records  relating  to  a  collection 
of  information  must  be  retained  as  long 
as  their  contents  may  become  material 
in  the  administration  of  any  internal 
revenue  law.  Generally,  tax  returns  and 
tax  return  information  are  confidential, 
as  required  by  26  U.S,C  6103. 

REQUEST  FOR  COMMENTS:  Comments 
submitted  in  resp>onse  to  this  notice  will 
be  summarized  and/or  included  in  the 
request  for  OMB  approval.  All 
comments  will  become  a  matter  of 
public  record.  Comments  are  invited  on: 
(a)  Whether  the  collection  of 
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information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
.information  shall  have  practical  utility; 
(b)  the  acciiracy  of  the  agency’s  estimate 
of  the  burden  of  the  collection  of 
information;  (c)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  to  be  collected;  (d)  ways  to 
minimize  the  biuden  of  the  collection  of 
information  on  respondents,  including 
through  the  use  of  automated  collection 
techniques  or  other  forms  of  information 
technology;  and  (e)  estimates  of  capital 
or  start-up  costs  and  costs  of  operation, 
maintenance,  and  purchase  of  services 
to  provide  information. 

Approved:  August  21, 1996. 

Garrick  R.  Shear, 

IRS  Reports  Clearance  Officer. 

(FR  Doc.  96-21987  Filed  8-27-96;  8:45  am] 
BILUNQ  CODE  483(M>1-P 


Proposed  Collection;  Comment 
Request  for  Form  3206 

agency:  Internal  Revenue  Service  (IRS), 
Treasury. 

ACTION:  Notice  and  request  for 
comments. 

SUMMARY:  The  Department  of  the 
Treasury,  as  part  of  its  continuing  effort 
to  reduce  paperwork  and  respondent 
burden,  invites  the  general  public  and 
other  Federal  agencies  to  take  this 
opportimity  to  comment  on  proposed 
and/or  continuing  information 
collections,  as  required  by  the 
Paperwork  Reduction  Act  of  1995, 
Public  Law  104-13  (44  U.S.C. 
3506(c)(2)(A)).  Currently,  the  IRS  is 
sohciting  comments  concerning  Form 
3206,  Information  Statement  by  United 
Kingdom  Withholding  Agents  Paying 
Dividends  From  U.S.  Corporations  to 


Residents  of  the  United  States  and 
Certain  Treaty  Coimtries.  "■ 

DATES:  Written  comments  should  be 
received  on  or  before  October  28, 1996, 
to  be  assured  of  consideration. 
ADDRESSES:  Direct  all  written  comments 
to  Garrick  R.  Shear,  Internal  Revenue 
Service,  room  5571, 1111  Constitution 
Avenue  NW.,  Washington,  DC  20224. 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  information  or 
copies  of  the  iorm  and  instructions 
should  be  directed  to  Martha  R.  Brinson, 
(202)  622-3869,  Internal  Revenue 
Service,  room  5571, 1111  Constitution 
Avenue  NW.,  Washington,  DC  20224. 

SUPPLEMENTARY  INFORMATION: 

Title:  Information  Statement  by 
United  Kingdom  Withholding  Agents 
Paying  Dividends  From  U.S. 
Corporations  to  Residents  of  the  United 
States  and  Certain  Treaty  Coimtries. 

OMB  Number:  1545-0153. 

Form  Number:  Form  3206. 

Abstract:  Form  3206  is  used  to  report 
dividends  paid  by  U.S.  corporations 
through  United  Kingdom  nominees  to 
beneficial  owners  who  are  residents  of 
countries  other  than  the  United 
Kingdom  with  which  the  U.S.  has  a  tax 
treaty  providing  for  reduced 
withholding  rates  on  dividends.  The 
data  is  used  by  IRS  to  determine 
whether  the  proper  amount  of  income 
tax  was  withheld. 

Current  Actions:  There  are  no  changes 
being  made  to  this  form. 

Type  of  Review:  Extension  of  a 
currently  approved  collection. 

Affected  Public:  Business  or  other  for- 
profit  organizations  and  individuals  Or 
households. 

Estimated  Number  of  Respondents: 
5,000. 

Estimated  Time  Per  Respondent:  2  hr., 
55  min. 


Estimated  Total  Annual  Burden 
Hours:  14,570. 

•  The  following  paragraph  applies  to  all 
of  the  collections  of  information  covered 
by  this  notice: 

An  agency  may  not  conduct  or 
sponsor,  and  a  person  is  not  required  to 
respond  to,  a  collection  of  information 
unless  the  collection  of  information 
displays  a  vaUd  OMB  control  number. 
Books  or  records  relating  to  a  collection 
of  information  must  be  retained  as  long 
as  their  contents  may  become  material 
in  the  administration  of  any  internal 
revenue  law.  Generally,  tax  returns  eind 
tax  return  information  are  confidential, 
as  required  by  26  U.S.C.  6103. 

REQUEST  FOR  COMMENTS:  Comments 
submitted  in  response  to  this  notice  will 
be  summarized  and/or  included  in  the 
request  for  OMB  approval.  All 
comments  will  become  a  matter  of 
public  record.  Comments  are  invited  on: 

(a)  Whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  shall  have  practical  utility; 

(b)  the  accuracy  of  the  agency’s  estimate 
of  the  burden  of  the  collection  of 
information;  (c)  ways  to  enhance  the 
quality,  utility,  and  clarity  of  the 
information  to  be  collected;  (d)  ways  to 
minimize  the  burden  of  the  collection  of 
information  on  respondents,  including 
through  the  use  of  automated  collection 
techniques  or  other  forms  of  information 
technology;  and  (e)  estimates  of  capital 
or  start-up  costs  and  costs  of  operation, 
maintenance,  and  purchase  of  services 
to  provide  information. 

Approved:  August  20, 1996. 

Garrick  R.  Shear, 

IRS  Reports  Clearance  Officer. 

[FR  Doc.  96-21988  Filed  8-27-96;  8:45  am] 
HLUNQ  CODE  4830-01-P 


Wednesday 
August  28,  1996 


Part  II 

Department  of 
Health  and  Human 
Services 

Food  and  Drug  Administration 

21  CFR  Part  801,  et  al.  ^ 

Regulations  Restricting  the  Sale  and 
Distribution  of  Cigarettes  and  Smokeless 
Tobacco  to  Protect  Children  and 
Adolescents;  Final  Rule 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Parts  801, 803, 804, 807, 820, 
and  897 

[Docket  No.  95N-02S3] 

RIN0910-AA48 

Regulations  Restricting  the  Sale  and 
Distribution  of  Cigarettes  and 
Smokeless  Tobacco  to  Protect 
Children  and  Adolescents 
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summary:  The  Food  and  Drug 
Administration  (FDA)  is  issviing 
regulations  governing  access  to  and 
promotion  of  nicotine-containing 
dgarettes  and  smokeless  tobacco  to 
cldldren  and  adolescents. 

The  regulations  prohibit  the  sale  of 
nicotine-containing  cigarettes  and 
smokeless  tobacco  to  individuals  imder 
the  age  of  18;  require  manufactmrers, 
distributors,  and  retailers  to  comply 
with  certain  conditions  regarding  die 
sale  and  distribution  of  these  products; 
require  retailers  to  verify  a  puitdiaser’s 
age  by  photographic  identification; 
prohibit  all  bee  samples  and  prohibit 
the  sale  of  these  products  through 
vending  machines  and  self-service 
displays  except  in  facilities  where 
individuals  imder  the  age  of  18  are  not 
present  or  permitted  at  any  time;  limit 
the  advertising  and  labeling  to  which 
children  and  adolescents  are  exposed  to 
a  black-and-white,  text-only  format; 
prohibit  the  sale  or  distribution  of 
brand-identified  promotional 
nontobacco  items  such  as  hats  and  tee 
shirts;  prohibit  sponsorship  of  sporting 
and  other  events,  teams,  and  entries  in 
a  brand  name  of  a  tobacco  product,  but 
permit  such  sponsorship  in  a  corporate 
name;  and  require  manufacturers  to 
provide  intended  use  information  on  all 
cigarette  and  smokeless  tobacco  product 
labels  and  in  cigarette  advertising. 

These  regulations  will  address  the 
serious  public  health  problems  caused 
by  cigarettes  and  smokeless  tobacco 
products.  They  will  reduce  children’s 
and  adolescents’  easy  access  to 
cigarettes  and  smokeless  tobacco  and 
will  significantly  decrease  the  amount 
of  positive  imagery  that  makes  these 
products  so  appesJing  to  that  age  group. 

The  regulations  are  predicated  on  the 
agency’s  assertion  of  jurisdiction  under 
the  F^eral  Food,  Drug,  and  Cosmetic 
Act  over  cigarettes  and  smokeless 


tobacco  as  delivery  devices  for  nicotine, 
incorporated  as  part  of  the  regulations 
for  pinrposes  of,  and  to  facilitate, 
congressional  review  under  the  Small 
Business  Regulatory  Enforcement 
Fairness  Act  of  1996. 

DATES:  Effective  date.  The  regulation  is 
efiective  August  28, 1997,  except  that 
§  897.14(a)  and  (b)  are  efiective  February 
28, 1997  and  §  897.34(c)  is  effective 
February  28, 1998. 

Compliance  dates.  Manufacturers  and 
distributors  are  required  to  comply  with 
the  requirements  of  21  CFR  parts  803 
and  804  August  28, 1997;  manufacturers 
are  required  to  comply  with  the 
requirements  of  21  CFR  parts  807  and 
820  February  28, 1998. 

ADDRESSES:  References  listed  in  the 
footnotes  of  this  document  have  been 
placed  on  public  display  at  the  Dockets 
Management  Branch  (lfi^A-305),  Food 
and  Drug  Administration,  12420 
Parklawn  Dr.,  rm.  1-23,  Rockville,  MD 
20857,  and  may  be  seen  by  interested 
persons  between  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

FOR  FURTHER  INFORMATION  CONTACT: 
Nancy  Yeates,  Office  of  Policy  (HF-26), 
Food  and  Drug  Admiiustration,  5600 
Fishers  Lane,  Rodcville,  MD  20857, 
301-827-0867, 
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1.  Introduction 

A.  Purpose  and  Overview  of  the  Rule 

This  rule  establishes  regubtions 
restricting  the  sale  and  distribution  of 
cigarettes  and  smokeless  tobacco  to 
children  and  adolesoente,  implementing 
FDA’s  determination  that  it  has 
jurisdiction  over  these  producb  under 
the  Federal  Food,  Drug,  and  (Cosmetic 
Act  (the  act).  As  described  in  “Nicotine 
in  Qgarettes  and  Smokeless  Tobacco  b 
a  Drug  and  These  Producb  Are  Nicotine 
Delivery  Devices  Under  the  Federal 
Food,  Drug,  and  Cosmetic  Act: 
Jurisdictional  Determination”  (the  1996 
Jurisdictional  Determination),  annexed 
hereto,  FDA  has  determined  that 
cigarettes  and  smokeless  tobacco  are 
intended  to  affect  the  structmre  or 
function  of  the  body,  within  the 
meaning  of  the  act’s  definitions  of 
“dn^”  and  “device.”  The  nicotine  in 
cigarettes  and  smokeless  tobacco  b  a 
“drug,”  which  produces  significant 
pharmacologic^  effacb  in  consmners, 
including  satisfaction  of  addiction, 
stimubtion,  sedation,  and  weight 
control.  (Cigarettes  and  smokeless 
tobacco  are  combination  producte 
consisting  of  the  drug  nicotine  and 
device  componente  intended  to  deliver 
nicotine  to  the  body. 

FDA  has  chosen  to  regubte  cigarettes 
and  smokeless  tobacco  imder  the  act’s 
device  authorities.  This  rule  allows  the 
continued  marketing  of  these  producte. 
while  employing  measures  to  prevent 
future  generations  of  Americans  from 
becoming  addicted  to  them.  As 
discussed  in  section  I.B.  of  this 
document,  most  people  who  use 
cigarettes  and  smokeless  tobacco  begin 
their  use  before  the  age  of  18  and, 
therefore,  before  they  fully  understand 
the  addictive  nature  and  serious  health 
rislcs  of  these  producte.  Even  though  the 
sale  of  tobacco  producte  to  minors  is 
illegal  in  50  States,  the  tobacco  industry 
has  adopted  extensive  marketing 
campaigns  wliich  appeal  to  children 
and  adolescents.  Therefore,  the  rule 
effects  measures  that  would  both 
complement  the  existing  State 
restrictions  on  access  and  prevent 
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tobacco  companies  from  maiketing  their 
products  to  diildren  and  adolescents. 

In  determining  the  best  course  of 
action,  the  agency  considered  the  highly 
addictive  nature  of  cigarettes  and 
smokeless  tobacco  and  the  fact  that 
these  products  have  previously  been 
lawfully  mariceted  to  millions  of  adult 
Americans.  The  agency  has  determined 
that  the  approach  outlined  in  this 
document — restrictions  to  reduce  the 
use  of  cigarettes  and  smokeless  tobacco 
by  individuals  under  the  age  of  18  while 
leaving  these  products  on  die  market  for 
adults — ^is  the  available  option  that  is 
the  most  consistent  with  both  the  act 
and  the  agency’s  mission  to  protect  the 
public  hedth. 

The  agency  intends  to  assist  affected 
entities,  including  retailers,  distributors, 
and  manufacturers,  in  complying  with 
the  rule.  The  agency  also  will  issue  a 
small  entities  guide  in  easy  to 
understand  language.  In  addition,  the 
agency  will  conduct  workshops 
droughout  the  country  to  assist  affected 
entities  in  complying  with  the  rule. 

B.  Backgmund 

Approximately  SO  million  Americans 
cunendy  smoke  cigarettes  and  another 
6  million  use  smokeless  tobacco. '  In  the 
Federal  Register  of  August  11, 1995  (60 
FR  41314),  FDA  published  a  proposed 
rule  endded  “R^uladons  Restricting 
the  Sale  and  Distribution  of  Cigarettes 
and  Smokeless  Tobacco  Products  to 
Protect  Children  and  Adolescents”  (the 
1995  proposed  rule).  As  stated  in  the 
preamble  to  the  1995  proposed  rule, 
tobacco  use  is  the  sin^e  leading  cause 
of  preventable  death  in  the  United 
States.  2  More  than  400,000  people  die 
each  year  from  tobacco-related  illnesses, 
such  as  cancer,  respiratory  illnesses, 
and  heart  disease,  often  s^ering  long 
and  painful  deaths.  ^  Tobacco  alone  Idlls 

*  “National  Household  Survey  on  Drug  Abuse: 
Populaticm  Estimate  1993,  Department  of  Health 
and  Human  Servicas  (DHHS),  Public  Health  Service 
(PHS),  Substance  and  Mental  Health  Services 
Administration  (SAMHSA),  Office  of  Applied 
Studies,  Rockville,  MD,  Puk  No.  (SMA)  94-3017, 
pp.  89  and  95, 1994. 

s  “Cigarette  Smoking— Attributable  Mortality  and 
Years  of  Potential  Life  Lost — United  States,  1990,” 
Mortality  and  Motbidity  Weekly  Report,  (MMWR) 
CDC,  miHS,  voL  42,  No.  33,  pp.  645-649, 1993; 
Lynch,  B.  S.,  and  R.  J.  Bonnie,  editms.  Growing  Up 
Tobacco  Free — Preventing  Nicotine  Addiction  in 
Children  and  Youths,  Committee  on  Preventing 
Nicotine  Addiction  in  Children  and  Youths, 
Division  of  Biobehavioral  Sciences  and  Mental 
Disordws,  Institute  of  Medicine,  National  Academy 
Press,  Washington,  DC.  p.3, 1994,  (hereinafter  cited 
as  “lOM  Report”). 

s  “Cigarette  Smoking — ^Attributable  Mortality  and 
Years  of  Potential  Life  Lost — United  States,  1990,” 
MMWR,  CDC,  DHHS,  voL  42,  No.  33.  pp.  645-649, 
1993. 


more  people  each  year  in  the  United 
States  thfim  acquir^  immunodeficiency  . 
syndrome  (AIDS),  car  accideots, 
alcohol,  homicides,  illegal  drugs, 
suicides,  and  fires,  combined. 

Tobacco  products  have  historically 
been  legal  and  widely  available  in  this 
coimtry.  It  was  only  after  millions  of 
people  became  adcficted  to  the  nicotine 
in  cigarettes  and  smokeless  tobacco  that 
heal^  experts  became  fully  aware  of  the 
extraordinary  health  risks  involved  in 
the  consumption  of  these  products. 
Consequently,  tobacco  use  has  become 
one  of  the  most  serious  public  health 
problems  facing  the  United  States  today. 
Because  of  the  grave  health 
consequences  of  the  use  of  tobacco 
products,  some  have  argued  that  they 
should  be  removed  from  the  market. 

However,  a  ban  would  have  adverse 
health  consequences  and  would  not  be 
likely  to  prevent  individuals  firom 
gaining  access  to  these  products.  Of  the 
50  million  people  who  use  cigarettes,  77 
to  92  percent  are  addicted.  >  Data 
suggest  that  almost  as  many  smokeless 
tobacco  users  may  be  addicted.  ^ 

Adverse  health  consequences  could 
result  if  these  people  were  suddenly 
deprived  of  the  nicotine  these  products 
deliver.  As  stated  in  the  preamble  to  the 
1995  proposed  rule: 

Because  of  the  high  addiction  rates  and  the 
difficulties  smokers  experience  when  they 
attempt  to  quit,  there  may  be  adverse  health 
consequences  for  many  individuals  if  the 
products  were  to  be  withdrawn  suddenly 
from  the  marketplace.  Our  current  health 
care  system  and  available  pharmaceuticals 
may  not  be  able  to  provide  adequate  or 
sufficiently  safe  treatment  for  such  a 
precipitous  withdrawal. 

(60  FR  41314  at  41348) 

A  similar  situation  would  exist  for 
addicted  smokeless  tobacco  users. 

It  is  probable  also  that  a  black  market 
and  smuggling  would  develop  to  supply 
addicted  users  with  these  pn^ucts.  As 
stated  in  the  preamble  to  the  1995 
proposed  rule,  and  discussed  further  in 
section  n.C.5.  of  this  document,  “[t]he 
products  that  would  be  available 
through  a  black  market  could  very  well 
be  more  dai^erous  (e.g.,  cigarettes 
containing  more  tar  or  nicotine,  or  more 
toxic  additives)  than  products  currently 
on  the  market”  (60  FR  41314  at  41349). 
Thus,  the  agency  has  concluded  that, 
while  taking  cigarettes  and  smokeless 
tobacco  off  the  market  could  prevent 
some  people  firom  becoming  addicted 
and  r^uce  death  and  disease  for  others, 

*IOM  Report,  pp.  3-4. 

■  See  authorities  cited  at  1996  Jurisdictional 
Determination,  Section  11(B)(2)(a). 

•Id. 


the  record  does  not  estabhsh  that  such 
a  ban  is  the  appropriate  public  health 
response  under  the  act. 

To  effectively  address  the  death  and 
disease  caused  by  tobacco  products, 
addiction  to  cigarettes  and  smokeless 
tobacco  must  be  eliminated  or 
substantially  reduced.  The  evidence 
demonstrates  that  this  can  be  achieved 
only  by  preventing  children  and 
adolescents  firom  starting  to  use  tobacco. 
Most  people  who  suffer  the  adverse 
health  consequences  of  using  cigarettes 
and  smokeless  tobacco  begin  their  use 
before  they  reach  the  age  of  18,  an  age 
when  they  are  not  prepared  for,  or 
equipped  to,  make  a  decision  that,  for 
many,  will  have  lifelong  consequences. 
These  young  people  do  not  fully 
understand  the  serious  health  risks  of 
these  products  or  do  not  beUeve  that 
those  risks  apply  to  them.  They  are  also 
very  impressionable  and  therefore 
vulnerable  to  the  sophisticated 
maiketing  techniques  employed  by  the 
tobacco  industry,  techniques  that 
associate  the  use  of  tobacco  products 
with  excitement,  glamour,  and 
'independence.  When  cigarette  and 
smolmless  tobacco  use  by  children  and 
adolescents  results  in  addiction,  as  it  so 
often  does,  these  youths  lose  their 
freedom  to  choose  whether  or  not  to  use 
theproducts  as  adults. 

The  facts  on  underage  use  confirm 
this  pattern.  As  stated  in  the  preamble 
to  the  1995  proposed  rule, 
approximately  3  million  American 
adolescents  currently  smoke  and  an 
additional  1  million  adolescent  males 
use  smokeless  tobacco.  ’’  Eighty-two 
percent  of  advilts  who  ever  smoked  had 
their  first  cigarette  before  the  age  of  18, 
and  more  than  half  of  them  had  already 
become  regular  smokers  by  that  age.  ” 
Among  smokers  ages  12  to  17  years,  70 
percent  already  regret  their  decision  to 
smoke  and  66  percent  say  that  they 
want  to  quit.  ^ 

Moreover,  children  and  adolescents 
are  beginning  to  smoke  at  younger  ages 
than  ever  before.  Despite  a  decline  in 
smoking  rates  in  most  segments  of  the 
American  adult  population,  the  rates 
among  children  and  adolescents  have 
recentiy  begun  to  rise.  Data  reported 

'  “Preventing  Tobacco  Use  Among  Young  People: 
A  Report  of  the  Surgeon  General,”  DHHS,  PHS, 
CDC,  National  Center  f«  Chronic  Disease 
Prevention  and  Health  Promotion,  the  Office  on 
Smoking  and  Health  (OSH),  Atlanta,  GA,  p.  5, 1994, 
(hereinafter  cited  as  “1994  SCR”). 

•  1994  SCR,  p.  65. 

* ‘Teen-Age  Attitudes  and  Behavior  Concerning 
Tobacco,”  The  George  H.  Gallup  International 
Iiutitute,  p.  54,  September  1992. 

>0  “Cigarette  Smoking  Among  Adults — ^United 
States,  1991,”  MMWR,  DHHS,  CDC,  vol.  42,  No.  12, 
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in  December  1995,  after  publication  of 
the  1995  proposed  rule,  showed 
increases  in  30-day  prevalence  rates  of 
cigarette  smoking  for  4  consecutive 
years  for  8th-  and  lOth-graders,  and  3 
consecutive  years  for  high  school 
seniors.  Daily  use  of  cigarettes  by  8th- 
,  10th-,  and  12di-graders  has  also 
increased  in  each  of  the  last  3  years. 

The  percentage  of  8th-  and  lOdi-graders 
who  reported  smoking  in  the  30  days 
before  the  survey  had  risen  by  one-third 
since  1991  to  about  19  percent  and  28 
percent,  respectively.  Similarly,  the 
percentage  ^  high  ^ool  seniors  saying 
that  they  had  smoked  in  the  30  days 
before  the  survey  had  increased  by  more 
than  one-fifth  since  1991,  to  about  33.5 
percent  or  one  in  three. 

An  adolescent  whose  cigarette  use 
continues  into  adulthood  increases  his 
or  her  risk  of  dying  from  cancer, 
cardiovascular  disease,  or  limg 
disease.  Moreover,  the  earlier  a  yoimg 
person’s  smoking  habit  begins,  the  more 
likely  he  or  she  will  become  a  heavy 
smoker  and  therefore  sufier  a  greater 
risk  of  diseases  caused  by  smoking. 


pp.  230-233, 1993;  Johnston,  L.  D.,  P.  M.  O’Malley, 
and  J.  G.  Bachman,  "National  Survey  Results  on 
Drug  Use  from  the  Monitoring  the  Future  Study 
1975-1993,  voL  L  Secondary  School  Students," 
Rockville,  MD,  DHHS,  PHS,  National  Institutes  of 
Health  (NIH),  National  Institute  on  Drug  Abuse 
(NIDA),  NIH  Pub.  No.  94-3809,  pp.  9  and  19,  79, 
so,  and  101, 1994;  "Smoking  Rates  Climb  Among 
American  Teen-agers,  Who  Find  Smoking 
Increasingly  Acceptable  and  Seriously 
Underestimate  the  Risks,”  The  University  of 
Michigan  News  and  Information  Service.  Table  1., 
July  17, 1995. 

**  "Results  from  the  1995  Monitoring  the  Future 
Survey,"  National  Institute  on  Drug  Abuse  Briefing 
for  Donna  E.  Sholala,  PhJD.,  Secretary  of  Health  and 
Human  Services,  December  13, 1995. 
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MMcGinnis,  J.  M.,  and  W.  H.  Foege,  "Actual 
Causes  of  Death  in  the  United  States,”  Journal  of 
tho  American  Medical  Association  (JAMA),  vol. 

270,  No.  18,  pp.  2207-2212, 1993;  “Reducing 
Health  Consequences  of  Smoking:  25  Years  of 
Progress,  A  Report  of  the  Surgeon  General,”  DHHS, 
PHS,  CDC,  National  Center  for  Chronic  Disease 
Prevention  and  Health  Promotion  (NCCDPHP), 

OSH,  DHHS  Pub.  No.  89-8411,  p.  5, 1980, 
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"The  Health  Consequences  of  Smoking:  Chronic 
Obstructive  Lung  Disease:  A  Report  of  the  Surgeon 
General,”  DHHS,  PHS,  OSH,  1984,  (hereinafter 
cited  as  “1084  SGR”);  "The  Health  Consequences 
of  Smoking:  Cardiovascular  Disease — A  Report  of 
the  Surgeon  General,”  DHHS,  PHS,  OSII,  1983 
(hereinafter  cited  as  “1083  SGR”);  “The  Health 
Consequences  of  Smoking:  Cancer— A  Report  of  the 
Surgeon  General,”  DHHS,  PHS,  OSH,  1982, 
(herehufter  cited  as  “1982  SGR”). 
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Medicine,  vol.  325,  No.  13,  pp.  968-069, 1991; 
Escobedo,  L.  G.,  et  al.  “Sports  Participation,  Age  at 
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Approximately  one  out  of  every  three 
young  people  who  become  regular 
smokers  each  day  will  die  prematurely 
as  a  result. 

Similar  problems  exist  with  underage 
use  of  smokeless  tobacco.  As  stated  in 
the  1995  proposed  rule,  the  market  for 
smokeless  tobacco  has  shifted 
dramatically  toward  yoimg  people  since 
1970  (60  FR  41314  at  41317).  School- 
based  surveys  in  1991  estimated  that 
19.2  percent  of  9th  to  12th-grade  boys 
use  smokeless  tobacxx).  Among  high 
school  seniors  who  had  ever  tri^ 
smokeless  tobaccp,  73  percent  did  so  by 
the  9th  grade. 

As  Icng  as  children  and  adolescents 
become  addicted  to  cigarette  and 
smokeless  tobacco  use  in  these 
numbers,  there  is  little  chance  that 
society  will  he  able  reduce  the  toll  of 
tobacco-related  illnesses.  If,  however, 
the  number  of  children  and  adolescents 
who  begin  tobacco  use  can  be 
substantially  diminished,  tobacco- 
related  illness  can  be  correspondingly 
reduced  because  data  suggest  that 
anyone  who  does  not  begin,  smoking  in 
childhood  or  adolescence  is  unlikely  to 
ever  begin. 

On  the  basis  of  this  evidence,  the 
agency  has  determined  that  establishing 
restrictions  to  substantially  reduce  the 
number  of  children  and  adolescents 
who  become  addicted  to  cigarettes  and 
smokeless  tobacco  best  serves  its  public 
health  obligations.  Because  such  a  small 
percentage  of  the  U.S.  population  begins 
tobacco  use  after  the  age  of  18,  limiting 
the  use  of  these  products  to  the  adult 
population  would  substantially  reduce 
the  principal  source  of  new  users.  Thus, 
the  appropriate  emphasis  is  on  reducing 
the  use  of  tobacco  products  by  children 
and  adolescents. 

Evidence  in  the  administrative  record 
demonstrates  that  the  most  effective 
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way  to  achieve  such  a  reduction  is  by 
limiting  the  access  to,  and  attractiveness 
of,  cigarettes  and  smokeless  tobacco  to 
yoimg  people.  FDA  concludes  that  the 
act  provides  sufficient  authority  to  issue 
regulations  that,  while  leaving  these 
products  on  the  market  for  adult  use, 
restrict  access  to  and  promotion  of 
cigarettes  and  smokeless  tobacco  to 
those  imder  18  years  of  age. 

C.  Provisions  of  the  Rule 

After  considering  numerous 
comments  submitted  in  response  to  the 
1995  proposed  rule,  the  agency  is 
adopting  the  rule  in  modified  form.  New 
part  897  is  being  added  to  Title  21  of  the 
Code  of  Federal  Regulations  and 
contains  the  regulations  governing  the 
labeling,  advertising,  sale,  and 
distribution  of  cigarettes  and  smokeless 
tobacco  to  children  and  adolescents. 

FDA  is  regulating  nicotine-containing 
cigarettes  and  smokeless  tobacco  as 
restricted  devices  within  the  meaning  of 
the  section  520(e)  of  the  act  (21  U.S.C 
360j(e)).  While  leaving  these  products 
on  ffie  market  for  adults,  the  final  rule 
prohibits  the  sale  of  nicotine-containing 
cigarettes  and  smokeless  tobacco  to 
individuals  imder  the  age  of  18  and 
requires  manufacturers,  distributors, 
and  retailers  to  comply  with  certain 
conditions  regarding  access  to,  and 
promotion  of,  these  products.  Among 
other  things,  the  find  rule  requires 
retailers  to  verify  a  purchaser’s  age  hy 
photographic  identification.  It  also 
prohibits  all  free  samples  and  prohibits 
the  sale  of  these  products  through 
vending  machines  and  self-service 
displays  except  in  facihties  where 
individuals  under  the  age  of  18  are  not 
present  or  permitted  at  any  time.  The 
rule  also  limits  the  advertising  and 
labeling  to  which  children  and 
adolescents  are  exposed.  The  rule 
accomplishes  this  by  generally 
restricting  advertising  to  whii^  children 
and  adolescents  are  exposed  to  a  black- 
and-white,  text-only  format.  In  addition, 
billboards  and  other  outdoor  advertising 
are  prohibited  within  1,000  feet  of 
schools  and  public  playgrounds.  The 
rule  also  prohibits  the  sale  or 
distribution  of  brand-identified 
promotional,  nontobacco  items  such  as 
hats  and  tee  shirts.  Furthermore,  the 
rule  prohibits  sponsorship  of  sporting 
and  other  events,  teams,  and  entries  in 
a  brand  name  of  a  tobacco  product,  but 
permits  such  sponsorship  in  a  corporate 
name.  This  rule  is  intended  to 
complement  the  regulations  issued  by 
SAMHSA  implementing  section  1926  of 
the  Public  Health  Service  Act  (42  U.S.C. 
300X-26)  regarding  the  sale  and 
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distribution  of  tobacco  products  to 
individuals  under  the  age  of  18  (the 
SAMHSArule). 

In  this  dociunent,  FDA:  (1)  Presents 
its  analysis  of  its  authority  to  issue 
regulations  that  impose  the  enumerated 
restrictions  on  the  sale  and  promotion  of 
cngarettes  and  smokeless  tobacco  to 
those  under  the  age  of  18,  while  leaving 
cigarettes  and  smokeless  tobacco  on  the 
maricet  for  adults;  and  (2)  responds  to 
comments  on  the  proposed  ride. 

n.  Legal  Authority 

In  the  1996  Jurisdictional 
Determination,  annexed  hereto,  the 
Food  and  Drug  Administration  (FDA) 
has  determine  that  cigarettes  and 
smokeless  tobacco  are  combination 
products  consisting  of  a  drug  (nicotine) 
and  device  components  intended  to 
deliver  nicotine  to  the  body.  The  agency 
may  regulate  a  drug/device  combination 
prciiiuct  using  the  Federal  Food,  Drug, 
and  Cosmetic  Act’s  (the  act’s)  drug 
authorities,  device  authorities,  or  both. 
The  agency  exercises  its  discretion  to 
determine  which  authorities  to  apply  in 
the  regiilation  of  combination  products 
to  provide  the  most  effective  protection 
to  the  pubhc  health.  FDA  has 
determined  that  tobacco  products  are 
most  appropriately  regulated  imder  the 
device  provisions  of  the  act.  including 
the  restricted  device  authority  in  section 
520(e)  of  the  act  (21  U.S.C.  360j(e)). 

A.  Legal  Principles  Applicable  to 
Combination  Drug/Device  Products 

The  agency’s  discretion  to  choose  the 
appropriate  regulatory  toob  under  the 
act  is  based,  in  part,  on  the  authority 
provided  imder  the  Safe  Medical 
Devices  Act  of  1990  (the  SMDA).  FDA’s 
interpretation,  supported  by  the 
language  of  the  statute  and  its  legislative 
history,  is  embodied  in  the  agency’s 
implementing  regulations  codified  at 
part  3  (21  CFR  part  3),  the  delegations 
of  premarket  approval  authority  to 
FDA’s  Center  for  Drug  Evaluation  and 
Research  (CDER),  Center  for  Devices  and 
Radiological  Health  (CDRH),  and  Center 
for  Biologies  Evaluation  and  Research 
(CBER)  that  enable  all  three  Centers  to 
administer  statutory  authority  for  drugs, 
devices,  and  biologies  (56  FR  58758, 
Novem^r  21, 1991),  and  the 
“intercenter  agreements’’  that  guide  the 
agency  in  allocating  Center 


The  Secretary  of  the  Department  of  Health  and 
Hiunan  Services  (DHHS)  (the  Secretary)  has  the 
authority  to  carry  out  functions  under  the  act 
through  the  Commissioner  of  Food  and  Drugs  (the 
Commissioner).  (See  section  903  of  the  act  (21 
U.S.C.  393);  21  CFR  5.10  and  5.11.)  Throughout  this 
document,  references  to  FDA  include  the  Secretary 
and  the  Commissioner. 


responsibility  for  various  categories  of 
combination  products  (56  FR  58760, 
November  21, 1991).  In  addition  to  the 
authority  provided  by  the  SMDA,  the 
agency’s  cfiscretion  is  also  based  on  the 
principles  recognized  by  the  Supreme 
C]ourt  in  cases  such  as  United  States  v. 
An  Article  of  Drug  *  *  *  Bacto-Unidisk, 
394  U.S.  784  (1969).  In  Bacto-Unidisk, 
for  example,  the  Supreme  (Zourt  upheld 
the  agency’s  decision  to  regulate  a 
diagnostic  test  kit  under  its  drug 
authorities  on  the  grounds  that  “(i]t  is 
enough  for  us  that  the  expert  agency 
charged  with  the  enforcement  of 
rem^al  legisbtion  has  determined  that 
such  regulation  is  desirable  for  the 
public  health  *  *  [Bacto-Unidisk 
394  U.S.  at  791-792.) 

The  discussion  that  follows  describes 
in  more  detail  FDA’s  interpretation  of 
the  combination  product  provisions  of 
the  SMDA,  the  agency’s  understanding 
of  combination  products,  and  the  way  in 
which  the  agency  has  exercised  its 
discretion  in  determining  the  most 
appropriate  authorities  to  apply  to 
regubte  combination  products. 

1.  The  SMDA  Recognized  dkimbination 
Products  for  the  First  Time 

dkmgress  enacted  the  SMDA’s 
combination  product  provisions  to 
recognize  combination  products  as 
distinct  entities  subject  to  regulation 
under  the  act  and  to  alleviate  the 
difficulty  the  agency  had  experienced  in 
regulating  such  products,  especially 
those  consisting  of  components  of  both 
a  drug  and  a  device.  First,  the  SMDA 
explicitly  recognized  the  existence  of 
products  that  “constitute  a  combination 
of  a  drug,  device,  or  biological  product’’ 
(section  503(g)(1)  of  the  act  (21  U.S.C. 
353(g)(1))).  Second,  the  statute  provided 
a  mechanism  for  determining  which 
agency  component  would  be  assigned 
the  ac^inistrative  responsibility  of 
regulating  a  particular  combination 
product  [Id.]. 

In  accordance  with  its  recognition  of 
combination  products,  the  SMDA 
changed  the  statutory  definitions  of 
“drug”  and  “device”  at  section  201(g) 
and  M  of  the  ac^(21  U.S.C.  321(g)  and 
(h)).  Before  the  enactment  of  the  SMDA, 
section  201(g)  of  the  act  provided  that 
a  drug  “doeS  not  include  devices  or 
their  components,  peirts,  or  accessories.” 
The  SMDA  removed  this  language  fi'om 
the  definition  of  “drug”  so  that  Ae 
terms  “drug”  and  “device”  were  no 
longer  mutually  exclusive,  thereby 
ma^g  (t  possible  for  a  combination 
product  consisting  of  both  a  drug  and 
device  to  be  regarded  as  an  independent 
entity  subject  to  regulation.  The 
legislative  history  indicates  that  this 


definitional  change  was  made  “to 
accommodate  the  principle  of 
(combination  products  in]  section  20” 

(S.  Rept  101-513, 101st  Cong.  2d  sess., 
at  30  (1990)).  For  the  first  time  it  was 
possible,  as  a  legal  matter,  for  a  single 
product  to  have  both  drug  and  device 
components. 

The  SMDA  also  permitted  a  wider 
range  of  products  to  meet  the  definition 
of  a  device.  Prior  to  its  amendment  by 
the  SMDA,  section  201(h)  of  the  act 
defined  a  “device”  as  an  instrument  or 
other  item  that,  among  other  things, 
“does  not  achieve  any  of  its  principal 
intended  purposes  through  <^emi^ 
action  within  or  on  the  b^y  of  man  or 
other  animals  and  which  is  not 
dependent  upon  being  metabolized  for 
the  achievement  of  any  of  its  principal 
intended  purposes.”  llie  SMDA 
changed  the  phrase  “any  of  its  principal 
intended  purposes”  in  ^e  defi^tion  to 
read,  “its  primary  intended  purposes.” 
This  change  broadened  the  definition  of 
device  and  allowed  more  products  to  be 
categorized  as  devices. 

2.  The  SMDA  Leaves  to  FDA’s 
Discretion  the  Determination  of  Which 
Regulatory  Authorities  to  Apply  to 
Particular  (Combination  Products 

Having  recognized  combination 
products,  the  SMDA  also  provided  a 
clear  mechanism  for  determining  which 
agency  component  a  particular 
combination  product  should  be  directed 
to  for  review.  Under  the  SMDA,  the 
agency  must: 

[dletermine  the  primary  mode  of  action  of 
the  combination  product.  If  the  [agency] 
determines  that  the  primary  mode  of  action 
is  that  of — 

(A)  a  drug  (other  than  a  biological  product), 
the  persons  charged  with  premarket  review 
of  dmgs  shall  have  primary  jurisdiction, 

(B)  a  device,  the  persons  charged  with 
premarket  review  of  devices  shall  have 
primary  jurisdiction,  or 

(C)  a  biological  product,  the  persons 
charged  with  premarket  review  of  biological 
products  shall  have  primary  jurisdiction. 
(Section  503(g)(1)  of  the  act) 

This  section  of  the  SMDA  “provide[d] 
the  [agency]  with  firm  ground  rules  to 
direct  products  promptly  to  that  part  of 
FDA  responsible  for  reviewing  the 
article  that  provides  the  primary  mode 
of  action  of  the  combination  product” 

(S.  Rept.  101-513, 101st  Cong.,  2d  sess., 
30  (1990)). 

Although  the  SMDA  provided  a 
mechanism  for  determining  which 
agency  component,  i.e.,  a  Center,  should 
review  a  particular  combination 
product,  the  legislation  left  to  FDA  the 
discretion  to  decide  which  statutory 
authorities  it  would  use  in  regulating  a 
particular  combination  product.  The 
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language  of  the  SMDA  makes  this  clear, 
as  does  the  legislative  history  of  the 
statute.  Indeed,  an  earlier  version  of  the 
bill,  S.  3006,  would  arguably  have 
removed  this  discretion  by  requiring  the 
agency  to  regulate  a  product  based  only 
on  its  Center  assignment.  Thus,  for 
example,  if  the  primary  mode  of  action 
were  that  of  a  dmg,  the  product  would 
be  subject  to  regulation  by  ODER  under 
the  act’s  drug  authorities.  The  earlier 
version’s  language,  which  Congress 
chose  to  strike  firom  the  final  enactment, 
provided  in  relevant  part: 

The  [agency]  shall  require  only  one  market 
clearance  route  for  an  article  that  constitutes 
a  combination  of  a  device,  drug,  or  biological 
product  If  the  [agency]  determines  that  die 
primary  mode  of  action  of  the  combination 
article  is  that  of— 

(A)  a  drug  (other  than  a  biolt^cal  product), 
neither  the  combination  article  nor  any  part 
of  the  article  shall  be  treated  as  a  device  or 

as  a  biological  product  for  market  clearance 
purposes; 

(B)  a  device,  neither  the  combination 
article  nor  any  part  of  the  article  shall  be 
treated  as  a  dmg  or  a  biological  product  for 
market  clearance  purposes;  or 

(C)  a  biological  product,  neither  the 
combination  article  nor  any  part  of  the  article 
shall  be  treated  as  a  drug  or  a  device  for 
market  clearance  purposes. 

(136  Congressional  Record,  S.12493, 
101st  Cong.,  2d  sess.,  August  4, 1990) 

The  omission  of  this  language  from 
the  statute  indicates  that  while  Congress 
considered  dictating  which  regulatory 
authority  must  be  applied  to  particular 
combination  products,  and  knew  how  to 
craft  language  to  accomplish  such  a 
result.  Congress  ultimately  chose  to  rely 
on  FDA’s  expertise  in  determining  the 
most  appropriate  regulatory  toob 
needed  to  ensure  the  safety  and 
effectiveness  of  the  combination 
products  that  it  regulates. 

Moreover,  Congress  enacted  language 
that  recognizes  t^t  the  agency  may 
choose  the  appropriate  regulatory 
authority  for  a  particular  combination 
product.  Section  503(g)(2)  of  the  act 
provides  that  nothing  “shall  prevent  the 
[Agency]  finm  using  any  agency 
resources  of  the  Fo^  and  Drug 
Administration  necessary  to  ensure 
adequate  review  of  the  s^ety, 
effectiveness,  or  substantial  equivalence 
of  an  article.’’  Since  the  enactment  of 
the  SMDA,  the  agency  has  interpreted 
the  phrase  “any  agency  resources’’  to 
include  administrative  resources  and  all 
applicable  statutory  authorities.  See 
Drug/Device  Intercenter  Agreement,  p. 

2,  contemporaneous  interpretation  that: 

[u]nder  the  provisions  of  the  Safe  Medical 
Devices  Act  of  1990  and  regulations 
pnmiulgated  to  implement  the  combination 
product  provisions  of  the  Act,  [the  Center  for 


Drug  Evaluation  and  Research]  and  [the 
Center  for  Devices  and  Radiological  Health] 
each  may  use  both  the  drug  and  device 
provisions  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  as  appropriate  to  regulate  a 
combination  product. 

(See  21  CFR  Part  3). 

(See  also  56  FR  58754  at  58759, 
November  21, 1991  (FDA  amending  its 
procedural  regulations  at  part  5  by 
adding  delegations  of  authority  relating 
to  the  premarket  review  of  combination 
products  to  state  that  those  specified 
officials  in  CBER,  CDRH,  or  CDER  “who 
currently  hold  delegated  premarket 
approved  authority  for  biologies, 
devices,  or  drugs,  respectively,  are 
hereby  delegate  all  the  authorities 
necessary  for  premarket  approval  of  any 
product  that  is  a  biologic,  a  device,  or 
a  drug,  or  any  combination  of  two  or 
more  of  these  products:  *  *  *’’  (21  CFR 
5.33).)  Thus,  when  a  combination 
product,  a  single  entity,  consists  of  a 
component  that  may  1m  regulated  as  a 
drug,  the  act’s  drug  provisions  and 
device  provisions  are  “resources” 
available  to  the  agency  for  regulating  the 
product. 

(1)  One  comment  disputed  the 
agency’s  interpretation  of  section 
503(g)(2)  of  the  act,  stating  that  the 
language  of  section  503(g)(2)  can  be 
construed  to  mean  only  “people, 
laboratories,  and  other  agency  support. 
The  term  ‘Agency  resources’  does  not 
mean  ‘legal  authorities’  as  FDA  would 
like  to  believe.” 

FDA  disagrees  with  this  comment. 

The  agency  notes  that  there  is  nothing 
in  the  statute  itself  or  the  legislative 
history  that  suggests  any  reason  that  the 
expansive  phrase  “any  FDA  resources” 
should  be  narrowly  interpreted  given 
the  important  public  health  benefit 
(“ensuring  an  adequate  premarket 
review”)  that  is  the  goal  of  this  section 
of  the  SMDA.  The  agency’s 
interpretation  of  this  language  is 
supported  by  the  SMDA’s  legislative 
hi^ory,  which  is  discussed  more  fiilly 
in  section  nA.2.  of  this  document.  More 
importantly,  as  discussed  previously, 
the  agency  has  the  discretion  under  the 
statute  as  enacted  to  choose  the 
regulatory  authorities  most  appropriate 
to  the  specific  product  at  issue. 

3.  Interpreting  the  SMDA  to  Allow  the 
Agency  to  Determine  Which  Regulatory 
S^eme  Best  Serves  the  Public  Health  is 
Consistent  With  50  Years  of  Case  Law 

Construing  the  act  as  allowing  the 
agency  discretion  to  choose  the  most 
appropriate  regulatory  tools  for  a 
particular  combination  product  is 
consistent  with  over  50  years  of  judicial 
precedent.  The  importance  of 


interpreting  the  act  in  a  manner  that  is 
consistent  with  the  public  health 
purposes  of  the  act  was  recognized  by 
the  Supreme  Court  in  United  States  v. 
Dotterweich,  320  U.S.  277  (1943).  .This 
case,  decided  shortly  after  substantial 
changes  were  made  to  expand  the 
agency’s  authority  by  the  1938  act, 
addressed  the  breadth  of  the  term 
“person”  in  determining  who  was 
subject  to  prosecution  for  violations  of 
the  act.  Tbe  Court  described  the  spirit 
in  which  the  statute  should  be 
interpreted: 

By  the  Act  of  1938,  Congress  extended  the 
range  of  its  control  over  illicit  and  noxious 
articles  and  stiffened  the  penalties  for 
disobedience.  The  purposes  of  this 
legislation  thus  touch  phases  of  the  lives  and 
health  of  people  which,  in  the  circumstances 
of  modem  industrialism,  are  largely  beyond 
self-protection.  Regard  for  these  piirposes 
should  infuse  construction  of  the  legislation 
if  it  is  to  be  treated  as  a  working  instrument 
of  government  and  not  merely  as  a  collection 
of  English  words. 

{Id.  at  280) 

The  approach  in  Dotterweich  was 
followed  by  a  number  of  cases  in  which 
FDA’s  interpretation  of  the  statute, 
especially  in  the  area  of  selecting  how 
to  regulate  a  product  to  achieve  a  public 
health  purpose,  has  been  granted 
deference  and  has  been  upheld.  In 
United  States  v.  An  Article  of  Drug 
*  *  *  Bacto-Unidisk,  394  U.S.  784 
(1969),  FDA’s  interpretation  of  the 
definition  of  the  term  “drug”  and  the 
applicability  of  the  premarket  review 
requirements  were  at  issue.  The  Court 
upheld  the  agency’s  expansive 
interpretation  of  the  definition  of 
“drug”  to  include  a  laboratory  screening 
product,  in  large  part  because  this 
interpretation  resulted  in  greater 
protection  of  the  public  health  by  virtue 
of  the  premarket  review  that  the  product 
would  be  subject  to  as  a  drug.  As  the 
Court  reasoncid: 

It  is  enough  for  us  that  the  expert  agency 
charged  with  the  enforcement  of  remedial 
legislation  has  determined  that  such 
regulation  is  desirable  for  the  public  health, 
for  we  are  hardly  qualified  to  second-guess 
the  Secretary’s  medical  judgment 
{Bacto-Unidisk,  394  U.S.  at  791-792) 

The  Court  further  stated: 

The  historical  expansion  of  the  definition 
of  drug,  and  the  creation  of  a  parallel  concept 
of  devices,  clearly  show,  we  think,  that 
Congress  fully  intended  that  the  Act’s 
coverage  be  as  broad  as  its  literal  language 
indicates — and  equally  clearly,  broader  than 
any  strict  medical  definition  might  otherwise 
allow  *  *  *,  But  we  are  all  the  more 
convinced  that  we  must  give  effect  to 
congressional  intent  in  view  of  the  well- 
accepted  principle  that  remedial  legislation 
such  as  the  Food,  Drug,  and  Cosmetic  Act  is 
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to  be  given  a  liberal  construction  consistent 
with  the  Act’s  overriding  purpose  to  protect 
the  public  health,  and  specifically.  §  507’s 
purpose  to  ensure  that  antibiotic  products 
marketed  serve  the  public  with  ‘efficacy’  and 
‘safety.’ 

[Id.  at  798);  (See  also  U.S.  v.  25  Cases, 
More  or  Less,  of  An  Article  of  a  Device, 

*  *  *  Sensor  Pads.  M2  F. 2d  1179  {7i3x 
Cir.  1991)  (upholding  FDA’s 
determination  that  a  latex  bag  filled 
with  a  layer  of  silicone  lubricant  that 
was  intended  to  aid  women  in  self¬ 
examinations  for  early  detection  of 
breast  cancer  was  a  device,  because, 
among  other  reasons,  the  court  deferred 
to  the  agency’s  discretion  to  interpret  its 
own  statute  based  on  the  legislative 
history  of  the  act  and  on  the  principles 
announced  in  Chevron  U.S  A.,  Inc.  v. 
Natural  Resources  Defense  Council. 

Inc.,  467  U.S.  837  (1984));  AMP.  Inc.  v. 
Gardner.  389  F.2d  825,  830  (2d  Cir.), 
cert,  denied,  sub  nom.  AMP,  Inc.  v. 
Cohen,  393  U.S.  825  (1968)  (upholding 
FDA’s  classification  of  appellant’s 
product  for  tying  off  severed  blood 
vessels  as  a  drug  because,  in  part,  the 
court  was  reluctant  to  give  a  narrow 
construction  to  the  act,  “touching  the 
public  health  as  it  does’’).) 

These  cases  stand  for  two  principles: 

(1)  FDA’s  interpretations  of  its  own 
statute  should  be  given  deference,  and 

(2)  the  act  should  be  interpreted 
expansively  to  achieve  its  primary 
purpose,  protecting  the  public  health. 
These  principles  support  the  agency’s 
determinations,  carefully  made  after 
applying  its  considerable  scientific 
expertise  to  the  evaluation  of  the 
evidence  before  it,  that  cigarettes  and 
smokeless  tobacco  are  drug  delivery 
devices  and  that  these  combination 
products  are  most  appropriately 
regulated  using  the  device  authorities  of 
the  act.  The  agency’s  decision  regarding 
tobacco  products  is  consistent  with 
other  determinations  that  the  agency  has 
made,  which  have  been  upheld  and 
endorsed  by  the  courts,  to  regulate 
products  in  the  most  reasonable  manner 
that  will  result  in  the  best  protection  of 
th^ubUc  health. 

4.  Ine  Implementing  Regulations  and 
the  Delegations  of  Authority  Reflect 
FDA’s  Interpretation  That  Section  503(g) 
of  the  Act  Authorizes  the  Agency  to 
Determine  the  Appropriate  Regulatory 
Authorities 

FDA’s  implementing  regulations  and 
delegations  of  authority,  adopted  shortly 
after  passage  of  the  SMDA,  reflect  the 
agency’s  contemporaneous 
interpretation  of  section  503(g)  of  the  act 
as  authorizing  the  agency  to  apply  the 
most  appropriate  rotatory  authorities 
to  any  given  combination  product.  In 


§  3.2(e)(1),  FDA  defined  a  combination 
product  to  include,  in  relevant  part: 

A  product  comprised  of  two  or  more 
regulated  components,  i.e.,  drug/device, 
biologic/device,  drug/biologic,  or  drug/ 
device/biologic,  that  are  physically, 
chemically,  or  otherwise  combined  or  mixed 
and  produced  as  a  single  entity!.] 

In  a  final  rule  that  published  in  the 
Federal  Register  of  November  21, 1991 
(56  FR  58754),  the  agency  explained 
that  “the  term  combination  product 
means  a  product  comprised  of  two  or 
more  different  regulated  entities,  e.g., 
drug,  device,  or  biologic  *  *  *’’orthat 
are  produced  together  as  a  single  entity, 
packaged  together,  or  used  together  to 
achieve  the  intended  effect.  'I^us,  the 
fact  that  a  single  product  contains 
elements  of  two  or  more  regulated 
entities  does  not  change  the  regulatory 
status  of  the  individual  elements.  Each 
“different  regulated  entit[y]’’  of  the 
combination  continues  to  satisfy  the 
criteria  of  its  relevant  statutory 
definition;  that  is,  a  drug  component 
must  satisfy  the  definition  in  section 
201(g)  of  the  act,  and  a  device 
component  must  comply  with  the 
definition  in  section  201(h)  of  the  act. 
Because  the  elements  of  a  combination 
product  meet  more  than  one 
jurisdictional  definition,  the  agency  may 
apply  one  or  more  sets  of  regulatory 
provisions  to  the  product. 

In  the  same  issue  of  the  Federal 
Register  in  which  the  agency  published 
the  fined  regulations  governing 
combination  products,  the  agency 
published  delegations  of  authority  that 
allow  the  officials  in  CDER,  CDRH,  and 
CBER  to  utilize  the  premarket  approval 
authorities  for  any  product  that  is  a 
drug,  device,  biologic,  or  any 
combination  of  two  or  more  of  these  (56 
FR  58758,  November  21, 1991  (21  CFR 
5.32)).  'These  delegations  allow  the 
officials  of  one  Center  to  conduct  a 
premarket  review  of  a  product  vmder 
another  Center’s  regulatory  authority, 
thereby  making  it  possible,  for  example, 
for  CDER  to  review  a  drug/device 
combination  product  under  the  device 
authorities.  While  the  combination 
product  regulations  created  the 
procedvire  for  making  the  proper  Center 
assigiunent,  the  delegations  were 
necessary  in  order  for  FDA  to  exercise 
its  discretion  to  determine  which 
regulatory  authority  is  most  appropriate 
and  to  make  it  possible  to  apply  that 
authority  to  review  a  particidar  product. 
If  the  primary  mode  of  action  of  a 
combination  product  having  drug  and 
device  components  resulted  in  the 
assignment  of  the  product  to  ODER,  for 
example,  but  the  agency  determined 


that  the  device  component  of  the 
product  presented  the  most  important 
regulatory  and  scientific  questions,  the 
delegations  make  it  possible  for  ODER 
officials  to  conduct  the  premarket 
review  of  the  product  under  the  device 
provisions  of  the  act. 

.  The  regulations  and  the  delegations  of 
authority  constitute  the  agency’s 
contemporaneous  interpretation  of 
section  503(g)  of  the  act  as  granting  the 
agency  discretion  to  choose  the 
premarket  approval  authority  that 
provides  the  best  public  health 
protection.  Such  contemporaneous 
interpretations  by  an  agency  are  entitled 
to  considerable  deference  by  the  courts. 
(See  Young  V.  Community  Nutrition 
Institute,  476  U.S.  974  (1986).) 

5.  The  Intercenter  Agreements  and 
Administrative  Precedent  Recognize 
That  FDA  btey  Determine  Whi^ 
Regulatory  Authority  to  Apply  to  a 
Particular  Product 

In  addition  to  the  regulations  and 
delegations  of  authority  implementing 
section  503(g)  of  the  act.  FDA  has  also 
adopted  and  made  public  three 
guidance  documents,  entitled 
“Intercenter  Agreements,”  that  describe 
the  agreements  reached  tunong  the 
Centers  about  regulatory  pathways  for 
specified  products  or  classes  of  products 
as  of  October  31, 1991.  (See  Intercenter 
Agreement  Between  the  Center  for 
Biologies  Evaluation  and  Research  and 
the  Center  for  Devices  and  Radiological 
Health;  Intercenter  Agreement  Between 
the  Center  for  Drug  Evaluation  and 
Research  and  the  Center  for  Devices  €md 
Radiological  Health  (the  Drug/Device 
Agreement);  and  Intercenter  Agreement 
Between  the  Center  for  Drug  Evaluation 
and  Research  and  the  Center  for 
Biologies  Evaluation  and  Research.) 

These  documents  detail  which  Center 
generally  will  have  the  lead 
responsibility  for  regulating  particular  ' 
types  of  products.  Ilie  Intercenter 
Agreements  also  state  which  regulatory 
authority  usually  will  be  appli^  to 
specific  products.  For  example,  the 
Drug/Device  Agreement  provides  that  a 
device  with  the  primary  pmpose  of 
delivering  or  aiding  in  the  delivery  of  a 
drug  and  distributed  containing  a  drug 
(i.e.,  “prefilled  delivery  system”)  will  be 
regulated  by  “CDER  using  drug 
authorities  and  device  authorities,  as 
necessary”  (Drug/Device  Agreement,  p. 
6).  Examples  given  of  such  combination 
products  include  a  nebulizer,  prefilled 
syringe,  and  transdermal  patch  (Drug/ 
Device  Agreement,  p.  6).  The  Drug/ 
Device  Agreement  specifically  provides 
that  such  combination  products  may  be 
regulated  imder  either  ffie  drug  or 
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device  authorities,  whichever  is  more 
appropriate  for  a  particular  product. 

FDA’s  implementation  of  the 
Intercenter  Agreement  reflects  these 
understandings.  For  example,  one  drug 
delivery  product  that  has  been  regulated 
under  tiie  device  authorities  imder  the 
Drug/Device  Agrmment  is  the  prefilled, 
intravenotis  in^ion  pump, 
manufactured  by  two  companies.  These 
are  pumps  designed  to  be  sold  prefilled 
with  a  diluent,  either  a  sodium  chloride 
solution  or  a  dextrose  solution.  FDA 
regulates  the  diluents  in  the  pumps  as 
dmgs  under  section  201(g)(1)(B)  of  the 
act  becaiise  they  are  intended  for  use  in 
the  treatment  of  disease.  The  pumps  are 
combination  products  consisting  of  a 
device  component,  the  pump,  and  a 
drug  component,  the  diluent;  and'the 
product’s  purpose  is  to  deliver  the 
diluent  to  be  mixed  by  the  doctor  or 
other  health  care  provider  attending  the 
patient  with  another  drug  substance  for 
infusion  into  the  patient  These  pumps 
prefilled  with  diluents  are  clearly  "a 
device  containing  a  drug  substance  as  a 
component  with  the  primary  purpose  of 
the  combination  product  being  to  fulfill 
a  drug  purpose”  that  would  be  regulated 
as  a  drug  according  to  the  general 
principle  stated  in  the  Drug/Device 
Agreement  (Drug/Device  Agreement,  p. 
14).  However,  the  agency  exercised  its 
discretion  and  determined  that  these 
drug  delivery  products  should  be 
regiUated  under  the  device  authorities. 

The  agency  based  its  determination 
on  the  fact  that  the  drugs  that  were 
delivered  by  the  products,  saline  tmd 
dextrose,  are  two  ingredients  very 
commonly  used  in  intravenous 
infusions  about  which  the  agency  had  a 
wealth  of  scientific  information  and 
thorough  regulatory  experience.  The 
pumps,  the  device  component  of  this 
combination,  however,  operated  on 
novel  design  principles.  Because  the 
device  components  of  these 
combination  products  were  new  and 
raised  significant  regulatory  questions, 
the  agency  deteijooined  that  the  products 
would  receive  the  most  appropriate 
premarket  review  if  the  device 
authorities  were  applied. 


A  later  section  of  the  Drug/Device  Agreement 
states  that  a  “device  containii^  a  drug  substance  as 
a  component  with  the  primary  purpose  of  the 
combination  product  being  to  fulfiU.a  drug  purpose 
is  a  combination  product  and  will  be  regulated  as 
a  drug  by  CDER.”  While  this  is  the  approach  that 
FDA  will  usually  take  with  such  products,  the 
earlier  language  of  the  Drug/Devira  Agreement 
expressly  recognizes  that  FDA  may  use  its  devic^ 
authorities  where  appropriate,  and  as  discussed  in 
the  text,  there  are  several  examples  of  this  type  of 
preQlled  delivery  system  being  r^ulated  using  the 
device  authorities. 


Another  example  of  the  agency’s  use 
of  its  discretion  and  its  ability  under  the 
guidance  in  the  Intercenter  Agreements 
to  make  a  sensible  decision  about 
product  assignment  is  its  decision 
regarding  regulation  of  a  catheter  flush 
solution  containing  a  blood-thinning 
drug  and  an  antibiotic.  The  solution  is 
intended  as  a  flush  solution  to  prevent 
the  catheter  (or  tube)  inserted  into  a 
patient’s  body  from  becoming  clogged 
with  blood  and  to  prevent  dangerous 
bacteria  from  growing  in  the  catheter. 
Under  the  Drug/Device  Agreement,  this 
product  would  appear  to  fit  into  the 
category  of  a  “liqiiid  *  *  *  or  other 
similar  formulation  intended  only  to 
serve  as  a  component  *  *  *  to  a  device 
with  a  primary  mode  of  action  that  is 
physical  in  nature  [and]  will  be 
related  as  a  device  by  CDRH”  (see 
Drug/Device  Agreement,  p.  13).  The 
agency  did  determine  that  the  product’s 
premarket  review  would  be  conducted 
under  the  device  authorities,  but  it 
assigned  the  review  responsibility  to 
CDER  The  decision  to  follow  an 
approach  different  from  the  one 
generally  suggested  in  the  Drug/Device 
Agreement  was  based  on  the  fact  that 
the  inclusion  of  the  blood-thinning  and 
anti-infective  drugs  in  the  flush  solution 
represented  an  iimovation  in  such 
solutions  and  raised  important  scientific 
and  regulatory  questions  that  were  most 
properly  reviewed  by  the  scientists  in 
CDER  Because  CDER  was  assigned  the 
lead,  the  sponsor  of  this  product  was 
informed  that  the  clinical  investigations 
of  this  product  should  proceed  imder 
the  investigational  drug  provisions  of 
the  act  (section  505(i)  of  the  act  (21 
U.S.C.  3S5(i)).  This  determination 
tailored  the  act’s  premarket  review 
provisions,  incorporating  the  most 
appropriate  sections  of  both  the  drug 
and  device  authorities  without  being 
redundant,  to  the  special  features  of  this 
original  product. 

The  agency  has  thus  in  the  past  made 
its  juris^ction  decisions  by  determining 
the  most  reasonable  course  of  action  to 
protect  public  health  given  the  scientific 
questions  presented  by  each  product. 
FDA  considers  essential  its  ability  to 
continue  to  assess  the  individual 
circumstances  of  particular  products. 
This  will  allow  the  agency  to  respond  to 
technological  developments,  expanded 
scientific  understanding,  or  adcfitional 
factual  information  concerning  a 
specific  product  or  class  of  products. 


B.  Cigarettes  and  Smokeless  Tobacco 
Have  Both  a  Drug  and  a  Device 
Component  and  Are  Therefore 
Combination  Products 

As  discussed  in  detail  in  the  1996 
Jurisdictional  Determination,  the  agency 
has  concluded  that  the  nicotine  in 
cigarettes  and  smokeless  tobacco  is  a 
d^g  within  the  meaning  of  section 
201(g)(1)(C)  of  the  act.  l^e  agency  has 
also  concluded  that  cigarettes  and 
smokeless  tobacco  contain,  in  addition 
to  the  drug  nicotine,-  delivery  device 
components  that  deliver  a  controlled 
amount  of  nicotine  to  the  body.  Thus, 
cigarettes  and  smokeless  tobacco  are 
combination  products  that  contain  both 
a  “drug”  and  a  “device.” 

The  agency  further  concluded  that 
processed  loose  cigarette  tobacco,  which 
is  used  by  smokers  who  roll  their  own 
cigarettes,  is  a  combination  product. 

C.  FDA’s  Choice  of  Legal  Authorities 

1.  FDA  Will  Regulate  Cigarettes  and 
Smokeless  Tobacco  Under  the  Act’s 
Device  Authorities 

Having  established  that  cigarettes  and 
smokeless  tobacco  are  combination 
products  consisting  of  both  a  drug 
component  and  device  components,  the 
agency  has  the  discretion  to  choose 
whether  it  will  regulate  these  pioducta 
under  the  act’s  drug  authorities,  device 
authorities,  or  both  if  appropriate. 
Making  this  determination  requires  FDA 
to  cmisider  how  the  public  health  goals 
of  the  act  can  be  best  accomplished. 

The  act’s  drug  and  device  provisions 
have  a  common  objective:  To  ensure  the 
safety  and  effectiveness  of  regulated 
products.  They  also  provide  tiie  agency 
with  similar  authorities  to  regulate 
drugs  and  devices.  In  certain  ways, 
however,  the  device  provisions  offer 
FDA  more  flexibility.  The  Medical 
Device  Amendments  of  1976  (the 
Medical  Device  Amendments)  were 
enacted  nearly  40  years  after  the  act 
itself.  During  that  period  of  time. 
Congress  ol^rved  FDA’s  efforts  to 
regulate  devices  under  the  authority  of 
the  act,  noting  that  the  agency’s 
authority  over  devices  became  - 
increasingly  inadequate  as  the  nature  of 
the  devices  on  the  market  changed  (H. 
Rept.  94-853, 94th  Cong.,  2d  sess.,  6-10 
(1976)). 

In  1938  most  of  the  devices  in  use 
were  “relatively  simple  items  which 
applied  basic  scientific  concepts  *  * 

*  (H.  Rept.  94-853, 6).  However,  by  the 
time  the  Medical  Device  Amendments 
were  enacted,  the  universe  of  device 
products  had  evolved  from  primarily 
simple  products,  such  as  tongue 
depressors  and  bandages,  to  include  a 
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variety  of  scientifically  and 
technologically  sophisticated  products, 
such  as  cardiac  pacemakers,  lasers,  and 
magnetic  resonance  imaging  equipment. 
This  wide  range  of  technology  po^ 
many  more  varied  regulatory  concerns 
than  those  posed  by  drugs,  which  as  a 
group  of  piquets  are  less  diverse  in 
nature. 

Congress  recognized  the  need  for 
specific  authority  for  devices  that  would 
take  into  account  “the  great  diversity 
among  the  various  medical  devices  and 
their  varying  potentials  for  harm  as  well 
as  their  potential  benefit  to  improved 
health”  (S.  Kept.  94-33, 94th  Cong.,  1st 
sess.,  10  (1975)).  Thus,  with  the  Medical 
Device  Amendments,  Congi^ 
enhanced  FDA’s  authority  to  tailor 
regulatory  controls,  finm  an  array  of 
statutory  tools,  to  fit  the  particular 
safety  and  effectiveness  issues  presented 
by  individual  devices. 

Because  of  this  additional  flexibility, 
the  agency  has  determined  that  the 
device  authorities  provide  the  most 
appropriate  basis  for  regulating 
cigarettes  and  smokeless  tobac^. 

Because  millions  of  Americans  are 
addicted  to  cigarettes  and  smokeless 
tobacco,  regulation  of  these  products 
presents  unique  safety  problems  that 
require  careful,  tailon^  solutions.  The 
M^cal  Device  Amendments  provide 
the  agency  with  regulatory  options  that 
are  well  suited  to  the  unique  problems 
presented  by  cigarettes  and  smokeless 
tobacco. 

Although  the  agency  has  determined 
that  the  device  authorities  are  the  most 
appropriate  authorities  for  regulating 
cigarettes  and  smokeless  tobacco,  the 
agency  disagrees  with  the  comments 
that  suggest  that  the  agency  could  not 
regulate  cigarettes  and  smokeless 
tobacco  as  drugs.  To  the  contrary,  as 
discussed  in  section  n.D.  of  this 
document,  the  agency  could  have  used 
its  drug  authorities  to  implement  similar 
types  of  controls  on  cigarettes  and 
smokeless  tobacco  as  it  is  imposing 
under  the  somewhat  more  flexible 
device  authorities. 

2.  Qgarettes  and  Smokeless  Tobacco 
Will  be  Sub)ect  to  the  Full  Range  of 
Device  Authorities 

In  regulating  cigarettes  and  smokeless 
tobacco,  FDA  will  follow  the  regulatory 
scheme  created  by  Ckmgress  for  devices. 
Because  the  universe  of  devices  is 
extremely  diverse,  presenting  a  broad 
spectrum  of  safety  and  effectiveness 
issues,  the  Medi(^  Device  Amendments 
include  a  wide  range  of  regulatory 
controls.  Some  of  these  controls,  such  as 
the  adulteration  and  misbranding 
requirements,  are  applicable  to  all 


devices,  while  others,  such  as  premarket 
approval  and  restrictions  on  s^e, 
distribution,  and  use,  are  to  be  applied 
only  where  FDA  concludes  that  they  are 
necessary  to  provide  reasonable 
assurance  of  safety  and  effectiveness  for 
particular  devices.  The  Medical  Device 
Amendments  are  thus  designed  to  allow 
the  agency  to  regulate  individual 
devices  with  controls  that  are  tailored  to 
address  the  safety  and  effectiveness 
problems  raised  by  those  devices. 

As  devices,  cigarettes  and  smokeless 
tobacco  will  be  subject  to  all  mandatory 
provisions  of  the  act,  except  where 
exemption  is  permitted  by  statute  and  is 
appropriate  for  these  products.  In 
addition,  cigarettes  and  smokeless 
tobacco  will  be  subject  to  other 
discretionary  provisions  of  the  act  that 
the  agency  has  concluded  are  necessary 
to  address  the  special  safety  issues 
posed  by  these  products. 

The  l^ic  requirements  of  the  act 
applicable  to  aU  devices  include: 
Adulteration  and  misbranding 
provisions  (sections  501  and  502  of  the 
act  (21  U.S.C.  351  and  352)),  labeling 
requirements  (section  502), 
est^lishment  registration,  device 
listing,  and  premarket  notification 
(section  510  (21  U.S.C.  360)), 
recordkeeping  and  reporting 
requirements  (section  519  (21  U.S.C. 
360i)),  and  good  mantifacturing  practice 
(GMP)  requirements  (section  520(f)).  As 
described  in  more  detail  in  section 
n.C.4.  of  this  document,  FDA  intends  to 
apply  these  requirements,  where 
appropriate,  to  cigarettes  and  smokeless 
tobacco  at  a  future  time.  In  addition,  the 
act  requires  the  agency  to  classify 
devices  into  one  of  thm  classes. 
Depending  on  the  class  into  which  a 
pniduct  is  classified,  additional 
regulatory  requirements  may  apply: 

Class  I  (genei^  controls),  cl^  n 
(special  controls),  and  class  III 
(premarket  approval).  As  described  in 
more  detail  in  section  II.C.5.  of  this 
document,  as  the  act  contemplates,  FDA 
intends  to  classify  cigarettes  and 
smokeless  tobacco  at  a  future  time,  and 
will  impose  any  additional 
requirements  t^t  apply  as  a  result  of 
their  classification. 

The  agency  has  determined  that  the 
safety  of  cigarettes  and  smokeless 
tobacco  cannot  be  assured  without 
restrictions  on  the  sale,  distribution,  and 
use  of  these  products  to  children  and 
adolescents.  Accordingly,  FDA  is 
imposing  restrictions  under  the 
authority  granted  in  section  520(e)  of 
the  act. 

(2)  Several  comments  argued  that  the 
regulatory  requirements  proposed  by 


FDA  for  cigarettes  and  smokeless 
tobacco  distort  the  regulatory  scheme 
for  devices  establish^  by  Congi'ess. 
These  comments  contended  that  FDA 
has:  (1)  Selectively  applied  the 
provisions  of  the  Mescal  Device 
Amendments;  (2)  inappropriately  relied 
on  section  520(e)  of  the  act  (restrictions 
on  sale,  distribution,  or  use)  while 
ignoring  other  mandatory  provisions  of 
the  act,  such  as  classification;  and  (3) 
determined  that  cigarettes  and 
smokeless  tobacco  are  imsafe  and  yet 
failed  to  invoke  provisions  of  the  act 
that,  according  to  the  comments,  require 
the  agency  to  remove  them  from  the 
market. 

FDA  disagrees  with  these  comments. 
As  already  described,  FDA  intends  to 
apply  to  cigarettes  and  smokeless 
tobacco  all  of  the  mandatory  provisions 
of  the  Medical  Device  Amendments. 
Thus,  FDA  is  neither  selectively 
applying  the  provisions  of  the  act  nor 
ignoring  mandatory  provisions. 

Although  FDA  intends  to  impose  on 
cigarettes  and  smokeless  tobacco  all 
requirements  applicable  to  devices,  the 
act  does  not  provide  that  these 
requirements  should  all  be  imposed 
immediately.  Classification  serves  the 
purpose  of  identifying  which  devices 
need  to  be  subject  to  special  controls 
(class  n)  or  premarket  approval  (class 
m)  in  addition  to  the  general  controls 
applicable  to  all  devices.  Classification 
requires  FDA  to  institute  a  separate 
rulemaking  proceeding.  The  act  does 
not  require  ^e  agency  to  classify  a 
device  before  general  controls  bi^me 
applicable  to  it.  Rather,  the  general 
controls  provisions  of  the  act  apply  to 
all  devices  both  before  and  after 
classification  and  irrespective  of  the 
class  into  which  a  device  is  ultimately 
classified.  Because  the  classification 
process  involves  many  steps  and  can 
take  years  to  complete,  FDA  does  not 
ordinarily  complete  the  classification 
process  l^fore  regulating  the  device 
under  its  general  controls. 

Moreover,  the  statute'  contains  no 
requirement  that  the  agdncy  complete  a 
classification  rulemaking  before 
invoking  the  general  controls  that  apply 
to  all  devices.  For  example,  each  of  the 
literally  thousands  of  medical  devices 
that  have  been  classified  by  rulemaking 
under  section  513  of  the  act  (21  U.S.C. 
360c)  were  subject  to  the  general 
controls  of  the  statute — such  as  the 
provisions  on  adulteration, 
misbranding,  registration. 
Investigational  device  controls,  and 
GMP — ^in  advance  of  the  completion  of 
the  classification  rulemaking 
proceedings.  (See,  e.g..  Contact  Lens 
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Mfrs.  Association  v.  FDA,  766  F.2d  592, 
603  (D.C.  Cir.  1985),  cert,  denied  474 
U.S.  1062  (1986).)  Ladeed,  in  some 
cases,  the  general  controls  provisions 
were  applicable  to  marlceted  devices  for 
many  years  before  completion  of 
classification.. 

Consistent  with  the  agency’s  practice, 
FDA  has  made  a  decision  to  apply  the 
general  controls  provisions  of  die  act  to 
cigarettes  and  smokeless  tobacco, 
including  restrictions  on  their 
distribution,  sale,  and  use  under  section 
520(e)  of  the  act,  before  classifying 
cigarettes  and  smolceless  tobacco.  As 
described  in  section  II.C.5.  of  this 
document,  FDA  will,  in  a  future 
rulemaking,  classify  cigarettes  and 
smokeless  tobacco  in  accordance  with 
the  procedures  in  section  513  of  the  act 
In  the  meantime,  the  general  controls 
will  apply. 

FDA  alro  disagrees  that  the  act 
requires  the  agency  to  remove  cigarettes 
and  smokeless  tobacco  from  the  market. 
As  described  in  the  preamble  to  the 
1995  proposed  rule  (60  FR  41314), 
although  dgaiettes  and  smokeless 
tobacco  pose  very  grave  risks,  the 
agency  cannot  conclude  that  removing 
them  from  the  maricet  would  most 
effectively  meet  the  statutory  goal  of 
providing  reasonable  assurance  of  safety 
and  effectiveness.  Because  millions  of 
Americans  are  addicted  to  cigarettes  and 
smokeless  tobacco,  the  consequences  of 
their  removal  from  the  market,  as 
discussed  in  greater  detail  in  section 
n.C.5.  of  this  document,  would  include 
adverse  health  effects  from  sudden 
withdrawal,  the  likely  development  of  a 
black  market,  and  the  possibility  that 
the  products  that  would  be  available 
through  a  black  market  wovild  pose 
greater  risics  than  those  currently  on  the 
market.  None  of  the  statutory  sections 
cited  by  the  comments  require  the 
agency  to  remove  products  from  the 
market  where  the  agency  concludes  that 
such  action  would  be  contrary  to  the 
public  health.  Here,  FDA  has 
determined  that  the  unique  safety  issues 
presented  by  highly  addictive  and  long- 
marketed  products  like  cigarettes  and 
smolceless  tobacco  can  most  effectively 
be  addressed  by  actions  to  prevent  new 
users  from  becoming  addicted  to  these 
devices. 

In  section  n.C.3.  of  this  document, 
FDA  discusses  its  authority  to  impose 
restrictions  on  sale,  distribution,  and 
use  to  prevent  children  and  adolescents 
fium  booming  addicted  to  cigarettes 
and  smokeless  tobacco.  In  section  II.C.4 
of  this  dociunent,  FDA  discusses 
imposition  of  other  general  controls, 
and,  in  section  n.C.5  of  this  document. 


FDA  discussea  classification  of 
cigarettes  and  smokeless  tobacco. 

3.  The  Restricted  Device  Provision 
Authorizes  FDA  to  Establish  Access  and 
Advertising  Restrictions 

Congress  provided  FDA  with 
authority  to  prevent  the  use  of  a  device 
by  those  not  competent  to  use  it  safely 
in  the  restricted  device  provision 
(section  520(e)  of  the  act).  Specifically, 
section  520(e)  of  the  act  states  in  part: 

(1)  The  [agency]  may  by  regulation  require 
that  a  device  be  restricted  to  sale, 
distribution,  or  use — 

(A)  only  upon  the  written  or  oral 
authorization  of  a  practitioner  licensed  by 
law  to  administer  or  use  such  device,  or 

(B)  upon  such  other  conditions  as  the 
[agency)  may  prescribe  in  such  regulation,  it 
because  of  its  potentiality  for  harmful  effect 
or  the  collateral  measures  necessary  to  its 
use,  the  [agency]  determines  that  there 
cannot  otherwise  be  reasonable  assurance  of 
its  safety  and  effectiveness. 

Section  520(e)  is  one  of  the  act’s 
“general  controls’’  (see  section 
513(a)(1)(A)  of  the  act).  As  a  general 
control,  section  520(e)  of  the  act  can  be 
used  by  FDA  to  regulate  any  class  of 
device  (section  513(a)  of  the  act). 
Because  its  applicability  does  not 
depend  upon  die  outcome  of  the 
deification  process,  520(e)  of  the  act — 
like  the  other  general  controls — can  be 
used  by  FDA  to  regulate  a  device  prior 
to  the  classification  of  the  device. 

In  applying  section  520(e)  of  the  act 
to  restrict  the  sale,  distribution,  or  use 
of  a  device,  FDA  must  find  that  without 
the  restriction  “there  cannot  otherwise 
be  reasonable  assurance  of  its  safety  and 
effectiveness.’’  This  provision  requires 
FDA  to  find  that  the  restrictions  in 
section  520(e)  of  the  act  are  necessary  to 
assure  the  safety  and  effectiveness  of  the 
device,  but  FDA  does  not  have  to  find 
that  the  restrictions  are  suffident  to 
assure  safety  and  effectiveness.  During 
the  classification  process,  FDA 
determines  whether  additional  controls 
beyond  section  520(e)  of  the  act  and  the 
other  general  controls  applicable  to  all 
devices  are  needed  to  assure  the  safety 
and  effectiveness  of  the  device. 

The  restrided  device  provision  in 
section  520(e)  of  the  act  authorizes  FDA 
to  adopt  regulations  that  ensure  that 
children  and  adolescents,  who  by  State 
law  are  not  competent  to  use  dgarettes 
and  smokeless  tobacco,  will  not  be  able 
to  obtain  them.  In  particular,  FDA  has 
determined  that  section  520(e)  of  the  ad 
authorizes  the  access  and  advertising 
restrictions  in  the  final  rule  because 
without  these  restrictions  “there  cannot 
otherwise  be  reasonable  assurance  of 
*  *  *  safety  *  *  *.’’ 


As  described  more  fully  later  in  this 
section  of  this  document,  the  agency’s 
use  of  section  520(e)  of  the  ad  in  this 
rule  is  consistent  with  the  plain 
language  of  section  520(e),  the 
legislative  history,  and  the  agency’s 
prior  use  of  section  520(e)  in,  for 
example,  restricting  the  sale, 
distribution,  and  use  of  hearing  aids  (42 
FR  9285,  February  15, 1977,  as  amended 
at  47  FR  9397  through  9398,  March  5, 
1982). 

As  discussed  in  section  n.C.5.  of  this 
document,  the  agency  intends  to  classify 
dgarettes  and  smokeless  tobacco  under 
the  procedures  contained  in  section  513 
of  the  ad.  The  classification  process  is 
the  time  at  which  the  agency  determines 
what  degree  of  regulation  is  necessary  to 
provide  a  “reasoriable  assurance  of 
safety  and  effectiveness’’  for  a  particular 
produd,  such  as  tobacco  products. 
However,  the  ad  does  not  spedfy  the 
timing  of  the  application  of  device 
authorities,  and  the  agency  is  therefore 
able  to  issue  restrictions  under  section 
520(e)  of  the  ad  prior  to  initiating  the 
classification  process.  The  agency  also 
did  so  in  its  r^ulation  of  hearing  aids. 

In  1977,  FDA  adopted  regulations  imder 
section  520(e)  of  ^e  ad  containing 
restrictions  on  the  sale,  distribution,  and 
use  of  hearing  aids  (42  FR  9285, 
February  15, 1977,  as  amended  at  47  FR 
9397  and  9398,  March  5, 1982),  but  did 
not  classify  these  products  rmtil  1986 
(51  FR  40378  at  40389,  November  6, 
1986). 

FDA  is  following  a  similar  course 
here.  The  agency  has  determined  that 
unless  measures  are  taken  now  to 
prohibit  the  sale  and  promotion  of  these 
products  to  young  people  under  the  age 
of  18,  there  cannot  otherwise  be 
reasonable  assurance  of  safety. 
Therefore,  FDA  is  acting  rmder  section 
520(e)  of  the  ad  to  restrid  the  sale, 
distribution,  and  use  of  dgarettes  and 
smokeless  tobacco. 

a.  The  restricted  device  provision 
authorizes  FDA  to  prevent  access  to 
persons  who  cannot  use  a  device  safely 
or  effectively.  Section  520(e)  of  the  ad 
is  in  part  the  device  counterpart  to 
section  503(b),  the  ad’s  prescription 
drug  provision.  Sedion  503(b)(1)  of  the 
ad,  for  instance,  authorizes  FDA  to 
restrid  access  to  potentially  dangerous 
drugs  by  requiring  that  they  be 
dispensed  “only  upon  a  *  *  • 
prescription  of  a  praditioner  licensed 
by  law  to  administer  such  a  drug 
*  *  *.’’  Similarly,  section  520(e)(1)(A) 
of  the  ad  authorizes  FDA  to  restrid 
access  to  potentially  dangerous  medical 
devices  “only  upon  the  *  •  * 
authorization  of  a  practitioner  licensed 
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that  the  agency  adopts  under  section 
520(e).  The  agency  should  not  be — and 
imder  section  520(e)  of  the  act  is  not — 
powerless  to  prevent  advertising  that 
encourages  s^es  that  the  agency  has 
barred  under  section  520(e).  Rather,  the 
agency  may  use  its  authority  to  impose 
“such  other  conditions  as  the  [agency] 
may  prescribe”  to  restrict  advertising 
that  directly  imdercuts  the  agency’s 
restrictions  on  sale,  distribution,  and 
use. 

c.  The  restricted  device  provision 
authorizes  FDA’s  restrictions  on  youth 
access  and  on  advertising  designed  to 
make  cigarettes  and  smokeless  tobacco 
appealing  to  youth.  'The  restricted 
device  provision  authorizes  the 
restrictions  on  youth  access  and  on 
advertising  in  this  final  rule.  Section 
520(e)  of  the  act  contemplates  these 
types  of  restrictions  on  ^e  and 
distribution.  Moreover,  they  are 
necessary  if  FDA  ever  were  to  be  able 
to  find  t^t  there  is  a  reasonable 
assurance  of  the  safety  of  cigarettes  and 
smokeless  tobacco  under  the  actr  As 
section  520(e)  of  the  act  provides, 
without  these  restrictions  “there  cannot 
otherwise  be  reasonable  assurance  of 
safety  and  efiectiveness.” 

The  provisions  in  the  final  rule  that 
restrict  the  access  of  minors  to  cigarettes 
and  smokeless  tobacco  are  clearly 
restrictions  on  “sale,  distribution,  or 
use"  of  a  device  within  the  meaning  of 
section  520(e)  of  the  act.  FDA’s  access 
restrictions  are  designed  to  ensure  that 
children  and  adolescents  are  unable  to 
have  access  to  cigarettes  and  smokeless 
tobacco.  These  restrictions  directly  limit 
the  sale  of  cigarettes  and  smokeless 
tobacco  by,  for  instance,  banning  the 
sale  of  these  products  to  persons  imder 
18.  They  also  directly  limit  the 
distribution  of  cigarettes  and  smokeless 
tobacco  by,  for  instance,  banning  the 
distribution  of  fiee  samples.  Hence, 
these  access  restrictions  are  within  the 
plain  language  of  section  520(e)  of  the 
act. 

The  advertising  restrictions  in  the 
final  rule  are  also  among  the  types  of 
restriction  that  section  520(e)  of  the  act 
authorizes.  As  in  the  case  of  the 
restrictions  imposed  on  hearing  aids, 
the  advertising  restrictions  are  designed 
to  address  inappropriate  promotion  of 
cigarettes  and  smokeless  tobacco  to 
individuals  for  whom  the  potentiality 
for  harm  is  particularly  great.  The 
advertising  restrictions  are  necessary  to 
prevent  advertising  by  the 
manufacturers  of  cigarettes  and 
smokeless  tobacco  from  undercutting 
the  access  restrictions.  The  efiectiveness 
of  the  restrictions  on  youth  access 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Rules  and  Regulations  44407 


would  be  substantially  diminished  if  the 
maniilacturers  were  to  entice 
children  and  adolescents  to  cirtnunvent 
the  access  restrictions.  In  this 
circumstance,  restrictions  on  advertising 
are  properly  treated  as  restrictions  on 
“sale,  distribution,  or  use”  within  the 
meaning  of  section  520(e)  of  the  act. 

The  final  requirement  of  section 
520(e)  of  the  act  is  that  the  agency 
establish  that  without  the  restrictions  on 
the  device  “there  cannot  otherwise  be 
reasonable  assurance  of  its  safety  and 
effectiveness.”  This  requirement  is 
plainly  met  in  the  case  of  the  access  and 
advertising  restrictions  for  cigarettes 
and  smolceless  tobacco.  Without 
effective  restrictions  on  sale  and 
distribution  of  cigarettes  and  smokeless 
tobacco  to  children  and  adolescents 
imder  18,  yoimg  people  will  continue  to 
become  addict^  to  tiiese  products  and, 
once  addicted,  will  as  adidts  continue  to 
use  them  in  spite  of  their  potential  for 
harmful  effects.  As  stated  in  section  LB. 
of  this  document,  the  earlier  tobacco  use 
begins,  the  greater  the  risk  of  disease 
caused  by,  or  associated  with,  the  use  of 
these  prc^ucts.  Thus,  there  can  be  no 
doubt  that  without  the  access  and 
advertising  restrictions  imposed  in  this 
final  rule,  no  finding  that  there  is  a 
reasonable  assurance  of  safety  for 
cigarettes  and  smokeless  toliacco  would 
be  possible. 

Although  FDA  finds  that  the 
restrictions  imder  section  520(e)  of  the 
act  are  necessary  for  providing  a 
reasonable  assurance  qf  safety,  FDA  is 
not  required  imder  section  520(e)  of  the 
act  to  ^ow  that  the  restrictions  are 
sufficienthy  themselves  to  provide  a 
reasonable  assurance  of  safety  or 
effectiveness.  Under  section  520(e)  of 
the  act,  all  that  FDA  must  establish  is 
that  without  the  section  520(e) 
restrictions,  the  device  could  not  be 
found  to  be  safe. 

It  is  in  the  classification  process — ^not 
in  the  application  of  section  520(e)  of 
the  act— ^at  FDA  must  determine  what 
controls  are  necessary  if  the  agency  is  to 
find  that  there  is  a  reasonable  assurance 
that  a  device  is  safe  and  effective  for  its 
intended  use.  As  discussed  in  section 
n.C.5.  of  this  dociunent,  FDA  intends  to 
classify  cigarettes  and  smokeless 
tobacco  in  a  future  rulemaking. 

d.  Response  to  other  comments.  FDA 
received  several  comments  on  whether 
section  520(e)  of  the  act  authorizes 
restrictions  on  youth  access  and 
advertising.  Most  of  the  comments  were 
from  tobacco  trade  associations,  tobacco 
companies,  and  advertisers,  arguing  that 
section  520(e)  of  the  act  does  not 
provide  authority  for  either  the  access  or 


advertising  restrictions.  A  comment 
from  a  public  interest  group,  however, 
fully  supported  FDA's  reliance  on 
section  520(e).  FDA  also  received  a  large 
number  of  comments  from  a  broad 
cross-section  of  the  public  that 
expressed  support  for,  or  opposition  to, 
the  proposed  restrictions  without 
delving  into  the  legal  issues  analyzed  in 
the  1995  proposed  rule. 

(3)  One  comment  said  that  FDA  uses 
the  term  “conditions”  in  section 
520(e)(1)(B)  of  the  act  to  mean  any 
regulatory  imposition  that  the  agency 
believes  would  bring  about  an 
improvement  in  safety  in  some  way 
related  to  the  device  in  question.  The 
comment  argued  that  FDA  has  used  this 
term  in  such  an  overinclusive  way  that 
it  would  authorize  FDA  to  impose  many 
of  the  requirements  that  Congress 
imposed  in  other  provisions  of  the  act. 
For  example,  the  comment  argued  that 
xmder  FDA’s  interpretation  it  could 
require  premarket  approval  of  a  device 
with  a  potentiality  for  harmful  effect  as 
a  “conation”  on  the  “sale,  distribution, 
or  use”  of  the  device,  on  the  theory  that 
without  premarket  approval  it  would  be 
impossible  for  there  to  be  “reasonable 
assurance  of  its  safety.” 

FDA  disagrees  with  this  comment. 
FDA’s  interpretation  of  section  520(e)  of 
the  act  does  not  create  any  redundancy 
with  the  other  provisions  of  the  Medi^ 
Device  Amendments.  Most  of  the 
general  controls  authorized  imder  the 
act,  and  the  major  thrust  of  the 
provisions  on  performance  standards 
and  premarket  approval,  are  geared 
tow^  ensuring  that  finished  devices, 
when  ready  for  use,  will  be  free  from 
defects  and  will  provide  a  reasonable 
assurance  of  safety  and  effectiveness  for 
their  labeled  use.  Restrictions  under 
section  520(e)  of  the  act,  on  the  other 
hand,  are  imposed  because  the  device’s 
“potentiality  fcu'  harmful  effect  or  the 
collateral  measxires  necessary  to  its 
use.”  and  the  determination  that, 
without  such  restrictions,  there  cannot 
otherwise  be  a  reasonable  assiirance  of 
safety  and  effectiveness.  The  restrictions 
under  section  520(e)  of  the  act  on 
cigarettes  and  smolceless  tobacco  focus 
on  those  who  may  not  purchase  and  use 
these  products  rather  than  on  those  who 
will  be  using  the  products.  Without 
successful  restrictions  on  sale, 
distribution,  and  use  of  cigarettes  and 
smokeless  tobacco  to  children  and 
adolescents  under  18,  there  will  never 
be  reasonable  assurance  of  the  safety  of 
these  products  because  they  would 
continue  to  be  available  to  these  yotmg 
people,  who.  by  State  law.  are  not 
competent  to  use  them. 


(4)  With  regard  to  access,  industry 
comments  contended  that  FDA’s 
authority  under  the  provisions  of  the  act 
relating  to  restricted  devices  was 
intended  to  be  no  broader  than  its 
prescription  drug  authority  and, 
accordhigly,  could  not  extend  to 
restrictions  such  as  those  in  the  1995 
proposed  rule. 

FDA  disagrees  with  this  view  and 
believes  that  it  is  unsupported  by  the 
clear  language  of  the  act  and  the 
legislative  history  (see  H.  Kept.  94-853, 
94th  Cong.,  2d.  sess.,  24-25  (1976)).  Had 
Congress  meant  for  the  authority 
granted  FDA  under  section  520(e)  of  the 
act  to  be  no  broader  than  the  authority 
granted  in  section  503(b)(1)  of  the  act  to 
limit  drugs  to  prescription  use,  it  could 
simply  have  amended  section  503(b)(1) 
of  the  act  to  add  “or  device”  after 
“drug”  each  time  the  term  is  used. 
Inde^,  as  discussed  in  Becton, 

Dickinson  and  Company  v.  Food  and 
Drug  Administration,  589  F.2d  1175  (2d 
Or.  1978)  that  approach  was  the  one 
used  in  early  versions  of  the  legislation 
that  became  the  1976  amendments  but 
was  abandoned  in  favor  of  the  broader 
“restricted  device”  approach  that  has 
been  a  part  of  the  law  for  20  years.  The 
plain  language  of  the  enacted  provision 
contains  no  limitation  on  the  types  of 
restrictions  that  can  be  imposed  and 
certainly  is  not  limited  by  its  terms  to 
restriction  to  prescription  use. 

Moreover,  as  previously  discussed,  the 
legislative  history  specifically  states  that 
the  agency’s  authority  under  section 
520(e)  of  the  act  is  broader  than  its 
authority  vmder  the  prescription  drug 
provisions  (H.  Kept.  94-853,  94th  Cong., 
2d  sess.,  24-25, 1976). 

(5)  An  industry  comment  contended 
that  “FDA  uses  what  is  merely  the 
medical  device  version  of  prescription 
drug  status  as  the  sole  legal  justification 
for  an  elaborate  system  of  controls  far 
broader  and  more  intrusive  than  is 
authorized  even  for  true  medical 
devices.” 

As  discussed  in  section  n.C.3.  of  this 
dociunent,  FDA’s  restricted  device 
authority  is  significantly  broader  than 
suggest^  by  this  comment.  Given  the 
potentiality  for  harm  frnm  cigarettes  and 
smokeless  tobacco,  FDA  has  ample 
authority  to  impose  the  conditions  on 
their  sale,  distribution,  and  use  that  it  is 
adopting. 

As  is  the  case  with  other  medical 
devices,  cigarettes  and  smokeless 
tobacco  are  subject  to  those  regulatory 
controls  that  are  appropriate  for  medical 
devices  generally  (e.g.,  registration, 
labeling,  and  inspection),  along  with 
those  t^ored  to  the  product  in  question 
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and  the  risks  that  it  presents  (access  them  before  the  age  of  18  and  who  lack  Thus,  Congress  clearly  intended 

restrictions  and  advertising  controls).  the  competency  to  decide  to  do  so.  FDA  section  502(q)(l)  and  (r)  of  the  act  and 

Thus,  FDA  is  treating  cigarettes  and  has  determined,  as  explained  in  sections  any  restrictions  that  FDA  adopts  imder 

smokeless  tobacco  in  a  manner  that  is  VI.B.  and  D.  of  this  document,  that  how  section  520(e)  of  the  act  to  be 

consistent  with  how  it  treats  other  cigarettes  and  smokeless  tobacco  are  complementary.  This  intent  is  further 

medical  devices.  advertised  plays  a  material  role  in  the  evidenced  by  the  fact  that  section 

(6)  Turning  to  the  advertising  decision  of  children  and  adolescents  502(q)(2)  of  the  act  provides  that  a 

restrictions,  several  comments  argued  under  18  to  purchase  and  use  these  restricted  device  is  misbranded  if  it  is 

that  section  520(e)  of  the  act  authorizes  products.  Thus,  if  the  restrictions  on  sold,  distributed,  or  used  in  violation  of 

only  restrictions  on  “sale,  distribution,  how  cigarettes  are  sold,  distributed,  and  regulations  prescribed  imder  section 

or  use,”  and  that  it  does  not  include  the  used  that  FDA  is  adopting  under  section  520(e)  of  the  act.  Section  502(q)(2)  of  the 

words  “offer  for  sale.”  These  comments  520(e)  of  the  act  are  to  be  effective,  they  act  thus  complements  sections  502(q)(l) 

pointed  out  that  Congress  used  the  inust  include  restrictions  on  how  and  (r)  of  the  act,  which,  as  previously 

words  “offer  for  sale”  elsewhere  in  the  cigarettes  and  smokeless  tobacco  are  explained,  address  different  fispects  of 

act  (sections  301(m)  and  (o)  (21  U.S.C  advertised.  the  regulation  of  restricted  devices  than 

331(m)  and  (o))  and  503(c)),  and  they  (7)  The  comments  also  argued  that  does  section  520(e)  of  the  act. 

therefore  drew  the  inference  that  if  •  section  520(e)  of  the  act  on  its  face  says  FDA’s  interpretation  of  section  520(e) 

Congress  had  intended  section  520(e)  of  nothing  about  advertising.  Thus,  of  the  act  accordingly  does  not  render 

the  act  to  authorize  restrictions  on  how  according  to  these  comments,  FDA’s  either  section  502(q)(l)  or  (r)  of  the  act 

medical  devices  are  offered  for  sale,  it  authority  to  regulate  the  advertising  of  superfluous.  Rather,  the  three 

would  have  made  this  fact  explicit.  restricted  devices  is  limited  by  section  provisions  support  and  reinforce  each 

FDA  is  not  persuaded  by  this  502(q)(l)  of  the  act,  which  prohibits  other, 

argument.  In  each  of  the  instances  cited  false  or  misleading  advertising,  and  (8)  An  additional  argmnent  advanced 

in  the  comments  where  Qingress  has  section  502(r)  of  the  act,  which  by  two  tobacco  trade  associations  was 

included  the  phrase  “offer  for  sale”  in  prescribes  certain  statements  in  the  that  the  interpretation  of  section 

the  act,  it  was  defining  a  prohibited  act,  advertising  for  these  devices.  One  520(e)(1)(B)  of  the  act,  which  authorizes 

that  is,  an  act  whose  commission  would  comment  imphed  that  FDA’s  FDA  to  restrict  the  sale  of  a  device  upon 

violate  the  statute,  in  which  the  interpretation  of  section  520(e)(1)  of  the  such  “other  conditions”  as  it  deems 

prohibition  focused,  at  least  in  part,  on  act  had  rendered  section  502(q)(l)  and  necessary,  is  governed  and  limited  by 

the  sale  of  a  food,  drug,  or  device.  By  (r)  of  the  act  superfluous.  the  rule  of  ejusdem  generis.  This  rule  of 

^  including  the  phrase  “offered  for  sale”  FDA  is  not  persuaded  by  these  statutory  construction  provides  that, 

'  in  these  provisions.  Congress  sought  to  comments.  The  interpretation  of  section  where  general  words  follow  an 

ensure  t^t  the  statutory  objective  of  520(e)  of  the  act  that  FDA  has  adopted  enumeration  of  persons  or  things  of  a 

preventing  the  actual  s^e  of  products  in  this  proceeding  would  not  render  particular  and  specific  meaning,  such 

where  advertising  or  labeling  does  not  either  section  502(q)(l)  or  (r)  of  the  act  general  words  are  not  to  be  construed  in 

meet  the  statutory  requirement  would  inoperative  or  superfluous.  These  their  widest  extent  but  are  to  be  held  as 

be  met  by  including  products  merely  sections  impose  requirements  on  applying  to  only  persons  or  things  of  the 

“offered  for  sale”  within  the  statute’s  advertising  of  the  permissible  sale,  same  general  kind  or  class  as  those 

coverage.  The  agency  notes  that,  distribution,  and  use  of  restricted  specifically  mentioned.  Thus,  the 

similarly,  the  words  “offered  for  sale”  devices.  They  set  out  conditions  on  comment  argued  that  here,  ejusdem 

appear  in  section  502(q)  of  the  act,  the  advertising  to  which  manufactiurers  generis  limits  the  scope  of  “other 

provision  that  the  agency  would  use  to  must  adhere  in  offering  these  devices  for  conditions”  in  section  520(e)(1)(B)  of 

enforce  section  520(e)  of  the  act.  Thus,  sale.  Section  520(e)  of  the  act,  on  the  the  act  to  restrictions  similar  in  nature 

Congress  did  in  fact  include  “offer  for  other  hand,  is  the  means  by  which  FDA  to  the  restriction  to  prescription  use  in 

sale”  in  the  scope  of  conduct  regulated  demarcates  permissible  and  section  520(e)(1)(A)  of  the  act.  The 

under  section  520(e)  of  the  act  and  its  nonpermissible  conditions  of  sale,  comment  {ugued  that  it  would  be  totally 

enforcement  clause,  section  502(q).  The  distribution,  and  use  of  these  devices.  In  inconsistent  with  the  rule  of  ejusdem 

comment’s  argument,  however,  misses  so  doing,  as  has  been  explained  in  generis  to  expand  the  scope  of  “other 

the  significance  of  section  520(e)  of  the  response  to  the  previous  comments,  conditions”  to  include  a  provision  as 

act.  FDA  may  by  regulation  impose  limits  on  dissimilar  to  a  prescription  requirement 

As  discussed  in  section  n.C.3.  of  this  advertising  that  it  finds  are  necessary  to  as  a  restriction  on  advertising.  FDA  does 

document,  the  authority  to  restrict  the  ensure  that  advertising  is  not  used  to  not  agree  that  ejusdem  generis  is 

“sale,  distribution,  or  use”  of  a  device  imdermine  the  conditions  on  sale,  controlling,  or  that  it  has  any 

includes  the  authority  to  restrict  the  distribution,  or  use  that  the  agency  application  here.  In  Norfolk  S'  Western 

circumstances  surrounding  the  sale  and  adopts.  This  is  what  §§  897.30,  v.  American  Train  Dispatchers  Ass’n, 

distribution  of  the  device,  including  the  897.32(a),  and  897.34,  the  regulations  the  Supreme  Court  held  that  this  canon 

device’s  advertising.  The  use  of  section  that  set  out  the  restrictions  on  does  not  control  “when  the  whole 

520(e)  of  the  act  to  restrict  advertising  advertising,  are  designed  to  accomplish,  context  dictates  a  different  conclusion” 

is  particularly  appropriate  when  the  In  fact,  section  502(q)(l)  of  the  act  (499  U.S.  117, 129  (1991)).  The  context 

advertising  restrictions  are  necessary  to  reinforces  this  authority  because  any  involving  section  520(e)  of  the  act  does 

ensure  that  access  restrictions  issued  advertisement  that  promotes  the  sale  of  not  support  the  application  of  ejusdem 

under  section  520(e)  of  the  act  are  not  a  device  for  a  use  that  is  inconsistent  generis  to  it.  There  is  no  indication  that 

undermined  by  a  manufacturer’s  with  a  restriction  established  by  FDA  Congress  thought  that  it  was  providing 

advertising.  Here,  FDA  is  restricting  the  would  be  false  and  misleading  because  a  list  of  similar  measures  in  section 

sale  of  cigarettes  and  smokeless  tobacco  it  would  represent  that  the  device  is  520(e)(1)(A)  and  (e)(1)(B)  of  the  act.  In 

because  of  their  potential  harmful  appropriate  for  that  use,  which  would  fact,  the  face  of  the  act  is  to  the  contrary, 

effects  on  individuals  who  start  using  not  be  the  case.  After  specifying  one  means  of  restricting 
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the  sale,  distribution,  and  use  of  a 
device.  Congress  granted  the  Secretary 
broad  authority  to  impose  “such  other 
conditions  as  [she]  may  prescribe  in 
such  regulation.”  Congress,  rather  than 
limiting  the  Secretary’s  options,  left  it  to 
the  Secretary  to  decide  what  conditions 
are  necessary  for  a  particular  device. 

Nor  does  the  legislative  history  support 
the  comments.  As  stated  in  section 
n.C.3.a.  of  this  document.  Congress 
intended  section  520(e)  of  the  act  to  add 
to  the  agency’s  authority  beyond 
providing  for  use  by  prescription  only 
(H.  Kept.  94-653, 94^  Cong.,  2d  sess., 
24-25  (1976)). 

Moreover,  the  “or”  connecting  section 
520(e)(1)(A)  of  the  act  with  section 
520(e)(1)(B)  is  properly  read  here  as 
disjunctive  rather  than  conjunctive.  (See 
Garcia  v.  United  States,  469  U.S.  70,  73 
(1984).)  Section  520(e)  of  the  act  is 
intended  to  authorize  such  conditions 
on  the  sale,  distribution,  or  use  of  a 
device  as  are  necessary  to  ensure  that 
the  device  is  not  improperly  used  and 
without  which  a  reasonable  assurance  of 
its  safety  and  effectiveness  cannot  be 
provided.  There  is  no  basis  on  the  face 
of  the  act  or  in  the  legislative  history  to 
conclude  that  Congress  was  trying  to 
limit  the  conditions  that  FDA  corUd 
impose  to  achieve  that  end  (other  than 
the  admonition  not  to  base  a  physician 
restriction  on  board  certification). 

(9)  One  conunent  argued  that  the 
interpretation  of  section  520(e)  of  the  act 
that  FDA  is  advancing  in  this 
proceeding  is  contrary  to  the 
interpretation  that  the  agency  offered  in 
imposing  restrictions  on  hearing  aids  in 
1977.  The  comment  pointed  out  that 
FDA  stated  at  that  time:  “Die 
Commissioner  notes,  however,  that  the 
(Act)  regulates  the  safety  *  *  *  of  the 
[device]  itself’  (42  FR  9286  at  9287, 
February  15, 1977).  'Die  comment 
asserted  that,  for  this  reason,  FDA 
concluded  that  it  could  not  prescribe 
competency  standards  for  hearing 
health  professionals,  fix  the  price  of 
hearing  aids,  or  control  the  promotional 
practices  of  hearing  aid  dispensers,  all 
matters  that  were  being  handled  by  the 
Federal  Trade  Commission  (FTC)  (42  FR 
9286  at  9287).  'Die  comment  argued 
that,  for  the  same  reasons,  FDA  may  not, 
under  section  520(e)  of  the  act,  regulate 
attire,  contests,  or  athletic  or  cultural 
events. 

FDA  does  not  agree  that  the  hearing 
aid  proceeding  provides  any  support  for 
the  view  that  the  agency  has  been 
inconsistent  in  its  interpretation  of 
section  520(e)  of  the  act.  In  that 
proceeding,  FDA  was  aware  that  FTC 
had  developed  a  proposed  trade 


regulation  rule  that  included  a 
prohibition  of  certain  selling  techniques 
(42  FR  9286  at  9287).  FDA  said  that  it 
was  avoiding  any  duplication  of  effort 
with  FTC.  lius,  it  was  not  necessary  for 
FDA  to  consider  the  extent  of  its 
authority  to  specifically  regulate  selling 
techniques  of  hearing  aid  ^spensers. 

Contrary  to  the  comment’s  assertion, 
this  proceeding  is  consistent  with  the 
hearing  aid  proceeding.  Although  FDA 
did  not  duplicate  FTC’s  effort  and 
directly  rebate  selling  techniques, 

FDA  imposed  various  restrictions  that 
were  tailored  to  restrict  inappropriate 
promotion  of  hearing  aids  including 
requiring  a  medical  evaluation  before 
purchase  and  distribution  of  a  user 
instructional  brochure.  In  the  case  of 
cigarettes  and  smokeless  tobacco,  FDA 
is  imposing  restrictions  that  are  tailored 
to  promotion  of  tobacco  products  to 
ensure  that  advertising  does  not  induce 
the  use  of  cigarettes  and  smokeless 
tobacco  by  cMldren  and  adolescents 
imder  18. 

(10)  Finally,  several  comments  argued 
that  IDA  ladks  statutory  authority  for 
the  advertising  restrictions  that  it  is 
imposing.  Some  of  these  comments 
sought  to  analogize  this  rulemaking  to 
American  Pharmaceutical  Ass’n  v. 
Weinberger,  377  F.  Supp.  824,  831 
(D.D.C.  1974),  affd  sub  nom.  American 
Pharmaceutical  Ass’n  v.  Mathews,  530 
F.2d  1054  (D.C.  Qr.  1976)  (per  curiam). 
Diat  case  involved  an  attempt  by  FDA 
to  limit  the  distribution  of  methadone  to 
certain  designated  fecilities  under  the 
drug  authorities  of  the  act.  The  court 
held  that  the  statutory  drug  authority 
did  not  authorize  the  agency  to  impose 
these  limitations  on  the  distribution  of 
methadone,  even  though  methadone 
posed  unique  problems  of  medical 
judgement,  law  enforcement,  and  public 
policy. 

FDA  regards  the  American 
Pharmaceutical  Ass’n  case  as  a 
questionable  precedent.  Die  case 
predates  both  the  Supreme  Court’s 
decision  in  Chevron  U.S.A.,  Inc.  v. 
Natural  Resources  Defense  Council,  467 
U.S.  837  (1984),  and  ^e  Medical  Device 
Amendments.  In  Chevron,  the  Court 
stated  that  “considerable  weight  should 
be  accorded  to  an  executive 
department’s  construction  of  a  statutory 
scheme  it  is  entrusted  to  administer 
*  *  *”  (467  U.S.  at  844).  Moreover, 
when  Congress  enacted  section  520(e)  of 
the  act,  one  of  its  objectives  was  to 
provide  FDA  with  precisely  the  kind  of 
authority  over  mescal  devices  that  the 
court  found  that  the  agency  did  not  have 
over  drugs  in  American  Pharmaceutical 
Ass’n.  Diuss  FDA  now  has  explicit 


authority  imder  section  520(e)  of  the  act 
to  impose  conditions  on  the  sale, 
distribution,  and  use  of  a  medical 
device  to  prevent  its  misuse,  including 
the  access  and  advertising  restrictions  in 
the  final  rule.  FDA  is  imposing  controls 
on  the  sale  of  cigarettes  and  smokeless 
tobacco  to  ensure  that  individuals  under 
18  will  not  be  able  to  purchase  them. 
Further,  to  ensure  that  these  controls  on 
sale,  distribution,  and  use  are  not 
undermined,  FDA  has  found  that  they 
must  include  restrictions  on  how  these 
products  are  advertised,  so  that 
individuals  under  18  are  not  encouraged 
to  purchase  or  use  them.  These  actions 
are  consistent  ivith  the  language  and 
purpose  of  section  520(e)  of  the  act. 

4.  Application  of  Other  Ifevice 
Authorities 

As  described  in  section  n.C.2.  of  this 
document,  FDA  intends  to  follow  its 
normal  course  and  apply  the  “general 
controls”  provisions  of  the  Medical 
Device  Amendments  to  cigarettes  and 
smokeless  tobacco  pending 
classification  of  these  products.  The 
general  controls  authorized  by  the 
Medical  Device  Amendments  include 
adulteration  and  misbranding  (secTtions 
501  and  502  of  the  act),  estabUshment 
registration,  device  listing,  and 
premarket  notification  (section  510), 
labeling  requirements  (section  502), 
recordkeeping  and  reporting 
requirements  (section  519),  and  GMP 
(sections  501  and  520(f)). 

(11)  Tobacco  industry  comments 
claimed  that  FDA  had  ignored  a  number 
of  mandatory  provisions  of  the  act 
applicable  to  devices,  “presumably 
berause  they  again  recognize  that  those 
provisions  would  mean  the  prohibition 
of  tobacco  sales.”  Die  comments  also 
asserted  that  FDA  had  picked  and 
chosen  among  statutory  provisions  and 
had  misinterpreted  Heckler  v.  Chaney, 
470  U.S.  821  (1985),  as  authorizing  tMs 
selective  regulatory  approach.  These 
comments  dso  argued  that  FDA  had 
ignored  section  520(a)  of  the  act,  which 
provides  that  the  adulteration, 
misbranding,  and  records  and  reports 
requirements  are  applicable  to  devices 
until  the  applicability  of  these 
requirements  is  changed  by  an  action 
imder  the  classification,  premarket 
approval,  standard-setting,  or 
investigational  device  provisions  of  the 
act. 

Die  agency  disagrees  with  these 
comments.  FDA  is  applying  to  cigarettes 
and  smokeless  tobacco  the  general 
controls  applicable  to  all  devices. 

In  the  following  discussion,  the 
agency  elaborates  on  the  applicability  of 
the  general  controls  provisions  to 
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cigarettes  and  smokeless  tobacco,  and 
on  matters  the  agency  has  reconsidered 
in  response  to  comments  (the 
applicability  of  labeling  requirements  to 
cigarettes  and  smokeless  tobacco  is 
discussed  in  sections  V.  and  VI.  of  this 
document).  Overall,  FDA  believes  that  it 
has  developed  a  regulatory  system  for 
cigarettes  and  smokeless  tobacco  that  is 
consistent  with  the  statutory  scheme 
and  the  record  of  this  rulemaking. 

a.  Adulteration  and  misbranding. 
Qgarettes  and  smokeless  tobacco  will  be 
subject  to  the  adulteration  and 
mi^randing  provisions  in  sections  501 
and  502  of  the  act,  and  the 
implementing  regulations,  with  one 
exception  that  is  permitted  by  statute. 
Section  502(f)  of  the  act  authorizes  the 
agency  to  grant  exemptions  from  section 
502(f)(1)  of  the  act  under  certain 
circumstances.  As  described  in  section 
V.E.  of  this  dociunent,  FDA  has 
determined  that  an  exemption  from 
section  502(f)(1)  of  the  act  is  appropriate 
for  cigarettes  and  smokeless  tobacco.  In 
addition,  section  VI.E.6.  of  this 
document  also  contains  a  more  detailed 
description  of  the  applicability  of 
specific  labeling  requirements  to 
cigarettes  and  smokeless  tobacco. 

The  adulteration  and  misbranding 
provisions  are  largely  self-executing  and 
do  not  require  the  agency  to  impose 
requirements  by  regulation. 

b.  Device  registration  and  listing. 
Section  510  of  the  act  and  part  807  (21 
CFR  part  807)  of  the  regulations  require 
that  device  manufacturers  and  importers 
register  their  establishments  with  the 
agency.  Every  year  an  annual 
registration  form  is  sent  to  all  registered 
establishments  to  be  completed  and 
returned  to  the  agency  (§  807.22(a)).  Any 
significant  changes  of  information  to  the 
original  must  be  reported  to  FDA  within 
30  days  of  the  change  (§  807.26). 

Manufacturers  are  also  reqviired  to  list 
their  devices  that  are  in  commercial 
distribution  in  the  United  States  (part 
807).  Foreign  manufacturers  may,  but 
are  not  required  to,  register  (§  807.40). 
However,  they  are  required  to  list  their 
devices  (§  807.40(b)).  Manufacturers  are 
required  to  update  their  listing  if  there 
are  significant  changes  to  listing 
information. 

Manufacturers  of  cigarettes  and 
smokeless  tobacco  will  be  subject  to  the 
establishment  registration  and  device 
listing  requirements  in  section  510  of 
the  act  and  part  807  of  FDA’s 
regulations.  The  application  of  these 
provisions  to  cigarettes  and  smokeless 
tobacco  derives  from  their  status  imder 
the  device  provisions  of  the  act  and 


does  not  require  rulemaking  by  the 
agency. 

Section  510(k)  of  the  act  requires 
submission  of  a  premadket  notification 
to  the  agency  whenever  a  manufacturer 
markets  a  device  for  the  first  time, 
whenever  there  is  a  major  change  in  the 
intended  use  of  an  already  marketed 
device,  or  whenever  an  already 
mariceted  device  is  to  be  modified  in  a 
way  that  could  significantly  alter  its 
safety  or  effectiveness  (§  807.81).  The 
device  may  not  be  commercially 
distributed  unless  the  agency  issues  an 
order  finding  the  device  substantially 
equivalent  to  one  or  more  predicate 
devices  already  legally  marketed  in  the 
United  States  for  which  premarket 
approval  is  not  required  (section  513(i) 
of  the  act  (§  807.100),  or  unless  the 
agency  approves  a  premarket  approval 
application  for  a  device  subject  to  an 
approval  requirement  under  section  515 
of  the  act  (21  U.S.C.  360(e)).  Substantial 
equivalence  means  that  a  device  has  the 
same  intended  use  and  the  same 
technological  characteristics  as  the 
predicate  device;  or  has  the  same 
technological  characteristics,  but  it  can 
be  demonstrated  that  the  device  is  as 
safe  and  effective  as  the  predicate 
device  and  does  not  raise  different 
questions  regarding  safety  and 
effectiveness  (section  513(i)  of  the  act). 
The  premarket  notification  submission 
must  include  either  a  summary  of  the 
safety  and  effectiveness  informittion 
upon  which  a  substantial  equivalence 
determination  may  be  based,  or  state 
that  safety  and  effectiveness  data  will  be 
made  available  to  anyone  upon  request 
(section  513(i)(3)(A)  of  the  act  (21  U.S.C. 
360c(i)(3)(A)),  and  §§  807.87(h)  and 
807.92). 

c.  Records  and  reports.  Section  519  of 
the  act  contains  several  requirements 
relating  to  the  keeping  of  records  and 
making  of  reports  on  devices.  In 
addition  to  implementing  the  specific 
requirements  of  the  act,  the  agency  has 
used  its  authority  imder  section  519  of 
the  act  to  issue  several  regulations.  As 
nicotine  delivery  devices,  which  are 
drug-device  combination  products  that 
FDA  is  regulating  under  its  device 
authorities,  cigarettes  and  smokeless 
tobacco  are  subject  to  the  requirements 
of  section  519  of  the  act  and  the 
implementing  regulations  imless 
otherwise  exempted. 

Section  519(a)  of  the  act  requires 
manufacturers,  importers,  and 
distributors  of  devices  to  establish  and 
maintain  records,  and  make  reports  and 
other  information  available  to  the 
agency,  to  ensure  that  a  device  is  not 
adulterated  or  misbranded  and  to 


otherwise  ensure  its  safety  and 
effectiveness.  Similarly,  section  519(b) 
of  the  act  requires  medical  device  user 
facilities  to  make  reports  to  device 
manufacturers  and  the  agency  when 
they  become  aware  of  information 
suggesting  that  a  device  has  caused  or 
contributed  to  a  death,  serious  injury,  or 
serious  illness.  Under  this  authority,  the 
agency  has  issued  part  803  (21  CFR  part 
803),  on  medical  device  reporting,  and 
part  804  (21  CFR  part  804),  on  medical 
device  distributor  reporting  (the  MDR 
requirements).  These  regulations  were 
recently  amended  by  a  final  rule 
published  in  the  Federal  Register  of 
December  11, 1995  (60  FR  63578)  (the 
1995  reporting  requirements  final  rule), 
reflecting  changes  in  the  reporting 
requirements  of  section  519  of  the  act 
that  were  mandated  by  the  SMDA  and 
the  Medical  Device  Amendments  of 
1992. 

The  1995  proposed  rule  would  have 
amended  parts  803  and  804  to  exempt 
cigarettes  and  smokeless  tobacco  from 
the  MDR  requirements.  These  proposed 
exemptions  were  based  on  the  fact  that 
“the  adverse  health  effects  attributable 
tqxigarettes  and  smokeless  tobacco 
products  are  extensive  and  well- 
documented"  (60  FR  41314  at  41342). 
The  agency  stated  that  it  did  not 
anticipate  any  real  benefit  in  requiring 
manufacturers  and  distributors  of  these 
products  to -report  such  information 
{Id.). 

(12)  The  agency  received  several 
comments  criticizing  this  proposed 
exemption.  One  comment  from  a  trade 
association  stated  that,  although  it 
disagreed  with  the  agency’s 
classification  of  cigarettes  as  medical 
devices,  the  agency  had  no  authority  to 
exempt  manufacturers  from  this 
reporting  requirement.  This  trade 
association  ^so  stated  that,  because  the 
agency  has  concluded  that  cigarettes  are 
not  safe  for  individual  users,  this 
exemption  cannot  be  reconciled  with 
the  standard  under  section  519(c)  of  the 
act  for  exempting  this  product.  (Section 
519(c)(3)  of  &e  act  provides  for 
exemptions  upon  a  finding  that 
compliance  with  recordkeeping  and 
reporting  is  not  necessary  to  ensure  that 
a  device  is  not  adulterated  or 
misbranded  or  to  otherwise  ensure  its 
safety  and  effectiveness.)  Another  trade 
association  claimed  that  the  agency  did 
not  follow  the  proper  exemption 
procedures  imder  the  act.  A  trade 
association  also  noted  that  the  agency 
did  not  propose  to  require  such  user 
facility  reports  for  cigarettes  and  also 
noted  that  such  reports  are  not 
“suitable"  for  cigarettes. 
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In  view  of  these  comments,  the 
agency  has  reconsidered  its  tentative 
position  regarding  the  application  of  the 
MDR  requirements  in  parts  803  and  804. 
The  adverse  health  effects  attributable  to 
these  products  are  extensive  and  well- 
documented.  As  a  result,  the  cost  of 
processing  the  enormously  high  voliune 
of  MDR  reports  related  to  the  use  of 
cigarettes  and  smokeless  tobacco  would 
likely  be  prohibitive  in  light  of  the  small 
benefit  to  be  gained  from  reports 
documenting  adverse  health  effects 
already  known  to  the  agency. 

Nevertheless,  there  would  be  a  benefit 
to  receiving  information  regarding 
adverse  events  that  are  not  well- 
docmnented  and  thus,  not  well-known 
or  anticipated.  Therefore,  the  agency  has 
determined  that  it  will  require  MDR 
reporting  in  certain  limited 
circumstances,  and  is  amending 
§§  803.19  and  804.25  of  its  regulations 
to  make  this  clear. 

In  the  preamble  to  the  1995  reporting 
requirements  final  rule,  the  agency 
clarified  that  it  may  grant  a  written 
exemption,  vciriance,  or  alternative  to 
some  or  all  of  the  MDR  requirements 
“when  it  determines  compliance  with 
all  MDR  requirements  is  not  necessary 
to  protect  the  public  health”  (60  FR 
63578  at  63592).  The  agency  cited,  as  an 
example  for  an  appropriate  exemption, 
devices  for  which  “adverse  events  that 
are  known  emd  well  documented,  are 
occvuring  at  a  normal  rate,  and  do  not 
justify  the  initiation  of  remedial  action 
*  *  *”(W.). 

To  limit  the  volume  of  reports  that 
could  otherwise  be  required,  the  agency 
is  modifying  the  MDR  requirements  for 
adverse  events  relating  to  tobacco.  The 
agency  has  added  §  803.19(f)  to  the 
regulation’s  “Exemption,  variances,  and 
alternative  reporting  requirements” 
section  in  order  to  limit  the  medical 
device  reports  concerning  cigarettes  and 
smokeless  tobacco;  specifically,  new 
pttragraph  (f)  requires  reports  from 
manufacturers  only  for  those  adverse 
events  related  to  contamination,  a 
change  in  any  ingredient  or  any 
manufactiiring  process,  or  any  serious 
adverse  event  that  is  not  well-known  or 
well-dociunented  by  the  scientific 
commimity. 

The  agency  notes  that  user  facilities 
are  not  likely  to  have  direct  knowledge 
of  even  these  limited  adverse  events 
required  to  be  reported  by 
manufacturers.  Therefore,  the  agency  is 
adding  §  897.19(g)  to  exempt  user 
facilities  from  the  MDR  requirements 
relating  to  cigarettes  and  smokeless 
tobacco. 


For  similar  reasons,  FDA  is  also 
modifying  the  MDR  requirements  for 
disfributors  of  cigarettes  and  smokeless 
tobacco.  Because  distributors  handle 
these  products,  break  open  cartons,  and 
even  affix  the  tax  stamp,  the  agency 
believes  that  distributors  could  be 
responsible  for,  or  aware  of, 
contamination  of  these  products.  The 
agency  does  not  beUeve,  however,  that 
distributors  are  likely  to  have  direct 
knowledge  of  any  change  in  ingredient 
or  manufacturing  process  or  any  serious 
adverse  event  that  is  not  well-lmown  or 
well-documented  by  the  scientific 
community.  Therefore,  the  agency  is 
limiting  the  MDR  requirements  for 
distributors  to  require  reports 
concerning  cigarettes  and  smokeless 
tobacco  only  for  adverse  events  relating 
to  contamination. 

The  agency  notes  that  it  has  granted 
similar  variances  in  the  past  for 
drciimstances  that  justify  modifications 
to  the  MDR  requirements  and  has  issued 
guidance  that  establishes  criteria  for 
modified  reporting.  Examples  where 
reporting  has  been  modified  include 
events  involving  health  care 
professionals  being  stuck  by  needles 
and  certain  events  involving 
defibrillators.  These  modifications  were 
made  in  order  to  clarify  which  events 
would  provide  valuable  information  to 
the  agency  given  the  inherently  risky 
circiunstances  surrounding  the  use  of 
these  devices.  A  variance  from  the  MDR 
requirements  has  also  been  granted  to 
the  manufacturers  of  breast  implants  in 
order  to  limit  the  frequency  of  reports 
for  events  already  known  to  the  agency. 

(13)  Industry  comments  also 
questioned  why  FDA  had  not  proposed 
to  apply  device  tracking  and  premarket 
surveillance  provisions  to  cigarettes  and 
smokeless  tobacco.  Section  519(e)  of  the 
act,  governing  device  tracking,  applies 
only  to  products  that  are  permanently 
implantable,  life-sustaining  or  life¬ 
supporting,  or  have  been  designated  by 
the  agency  to  be  tracked.  Qgarettes  and 
smokeless  tobacco  do  not  fidl  within  the 
first  two  categories,  and  the  agency  has 
not  designated  them  for  tracking. 

For  the  reasons  cited  in  the  previous 
discussion  of  519(e)  of  the  act, 
postmarket  surveillance  will  not  be 
required  vmless,  at  a  future  date,  the 
agency  specifically  designates  these 
products  imder  section  522  of  the  act 
(21  U.S.C.  3601). 

Section  519(f)  of  the  act,  which 
requires  FDA  to  issue  regulations  to 
require  reports  on  device  removals  and 
corrections,  will  apply  to 
manufacturers,  importers,  anc^ 
distributors  of  cigarettes  and  smokeless 


tobacco.  To  implement  section  519(f)  of 
the  act,  FDA  issued  a  proposed  rule  in 
the  Fedoral  Register  of  Kterch  23, 1994 
(59  FR  13828),  that  would  require 
manufacturers,  importers,  and 
distributors  of  devices  to  report 
promptly  to  FDA  any  corrections  or 
removals  of  a  device  vmdertaken  to 
reduce  a  risk  to  health  poised  by  the 
device  or  to  remedy  a  violation  of  the 
act  caused  by  the  device  which  may 
present  a  ri^  to  health.  Tbe  agency 
expects  that  the  final  rule  will  publish 
in  1996.  This  rule  will  apply  to 
removals  and  corrections  of  medical 
devices  including  cigarettes  and 
smokeless  tobacco. 

d.  GMP.  In  the  preamble  to  the  1995 
proposed  rule,  FDA  specifically 
recognized  that  the  GMP  regulations 
may  be  appropriate  for  tobacco  products 
(60  FR  41314  at  41352).  In  this  final 
rule,  FDA  is  requiring  that  the 
manufacturers  of  cigarettes  and 
smokeless  tobacco  comply  with  GMP 
regulations  in  part  820  (21  CFR  part 
820),  which  the  agency  is  currently 
revising.  (See  58  FR  61952,  November 
11, 1993.)  Application  of  GMP’s  to 
cigarettes  and  smokeless  tobacco  will 
assist  the  tobacco  industry  in  avoiding 
such  situations  as  the  rec^l  of 
Marlboros  in  1995  because  of  a 
contamination  mishap  in  processing 
and,  in  such  cases,  may  advance  public 
health  by  reducing  to  some  degree  the 
overall  risk  associated  with  these 
products. 

(14)  A  comment  from  a  tobacco  trade 
association  urged  that  FDA  provide 
ample  time  for  compliance  with  GMP 
and  requested  a  2-year  period  for 
compliance. 

FDA  recognizes  that  manufacturers 
will  need  an  adequate  amoimt  of  time 
to  comply  with  GMP  requirements  and 
is  accepting  the  suggestion  in  the 
comment  by  adopting  a  2-year  period 
for  compliance.  The  tobacco  industry 
already  has  a  sophisticated  approach  to 
quality  control  with  the  production  of 
their  products.  Thus,  much  of  what  is 
required  to  meet  the  requirements  of 
part  820  appears  to  be  in  place  already, 
and  therefore,  2  years  should  be  a 
sufficient  time  for  compliance. 

(15)  In  response  to  comments  from 
tobacco  distributors  expressing  concern 
about  present  or  futine  applicability  of 
the  GMP  regulations,  FDA  advises  that 
it  is  exempting  distributors  from  part 
820.  The  agency  has  decided  to  tunend 
part  820  by  adding  a  new  §  820.1(f)  to 
exempt  distributors  from  the 
requirement  of  complying  with  GMP 
relations  because  it  has  concluded 
that  compliance  with  GMP  requirements 
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by  distributors  is  not  necessary  to  assure 
t^t  these  devices  will  be  safe  and 
effective  or  otherwise  in  compliance 
with  the  act. 

5.  FDA  Will  Classify  Cigarettes  and 
Smokeless  Tobacco  Under  Section  513 
of  the  Act 

In  addition  to  applying  the  general 
device  authorities  previously  described 
to  cigarettes  and  smokeless  tobacco,  the 
agency  will  classify  cigarettes  and 
smokeless  tobacco  under  section  513  of 
the  act.  The  agency  relies  on 
classification  to  determine  what  level  of 
control  of  the  device  is  required  to 
provide  a  reasonable  assurance  of  safety 
and  effectiveness.  For  devices  classified 
into  class  I,  general  controls  (sections 
501, 502,  510,  516,  518,  519,  and  520  of 
the  act  (21  U.S.C  351,  352,  360,  380f, 
360h,  360i,  and  360j,  respectively))  are 
sufficient  to  provide  a  reasonable 
assurance  of  safety  and  efiectiveness. 
For  devices  classified  into  class  n, 
special  controls  (such  as  performance 
standards  under  section  514  of  the  act 
(21  U.S.C  360d))  are  needed  in  addition 
to  the  general  controls  to  provide  a 
reasonable  assurance  of  safety  and 
efiectiveness.  For  devices  clarified  into 
class  ED  (premarket  approval),  neither 
general  nor  special  controls  are 
sufficient  to  provide  a  reasonable 
assurance  of  safety  and  effectiveness, 
without  the  added  safeguard  of 
premarket  approval.  Therefore,  these 
devices  are  subject  to  “premarket 
approval”  under  section  515  of  the  act 

The  process  of  classification  is  an 
important  component  of  device 
regulation,  but  it  includes  numerous 
procedural  steps  and  thus  cannot  be 
part  of  this  fin^  rule.  Uiider  section  513 
of  the  act,  FDA  is  required  to  convene 
or  use  a  classification  panel,  which 
should  consist  of  experts  who  “possess 
skill  in  the  use  of,  or  experience  in  the 
development,  manufacture,  or 
utilization  of,”  the  device  and  who 
provide  “adequately  diversified 
expertise  in  such  fields  as  r.liniral  and 
administrative  medicine,  engineering, 
biological  and  physical  sciences,  and 
other  related  professions”  (section 
513(b)(2)  of  the  act).  The  classification 
panel  is  required  to  “provide  an 
opportunity  for  interested  persons  to 
submit  data  and  views  on  ffie 
classification”  and,  after  consideration 
of  these  data  and  views,  to  submit  to 
FDA  its  “recommmidation  for  the 
classification  of  the  device”  (section 
513(c)(1)  and  (c)(2)  of  the  act).  Upon 
receipt  of  the  panel  recommendation, 
FDA  must  publish  in  the  Federal 
Register  “the  panel’s  recommendation 
and  a  proposed  regulation  classifying 


such  device”  and  provide  interested 
persons  “an  opportunity  to  submit 
comments  on  such  reconunendation  and 
the  proposed  regulation”  (section  513(d) 
of  the  act).  After  reviewing  the 
comments,  FDA  must  classify  the  device 
“by  regulation”  [Id.]. 

As  required  by  section  513  of  the  act, 
FDA  will,  in  a  future  rulemaking, 
classify  cigarettes  and  smokeless 
tobacco  in  accordance  with  the 
procedmes  in  section  513  of  the  act. 
Without  prejudging  that  proceeding,  the 
agency  recognizes  that  it  will  involve 
consideration  of  both  the  known  risks  of 
tobacco  products  and  the  public  health 
concerns  that  could  be  raised  by 
withdrawal  from  the  market  of  cigarettes 
and  smokeless  tobacco  to  which  many 
adults  are  addicted.  Moreover,  the 
agency’s  restrictions  on  access  and 
advertising  in  this  final  rule,  which  are 
carefully  d^gned  to  help  prevent 
young  people  from  becoming  addicted, 
will  ne^  to  be  factored  in  as  well. 

Consistent  with  the  statute  and  the 
agency’s  normal  practice,  however,  FDA 
is  not  postponing  regulation  of 
cigarettes  and  smokeless  tobacco  under 
its  general  authorities  pending 
clarification.  Such  a  postponement 
would  serve  no  useful  purpose,  because 
the  general  authorities  will  be 
applicable  to  cigarettes  and  smokeless 
totecco  regardless  of  the  outcome  of  the 
classification  proceeding.  To  the 
contrary,  postponing  application  of 
FDA’s  general  authorities  would  have 
adverse  consequences  for  public  health 
because,  during  the  several  years  that  it 
may  require  to  complete  clarification, 
the  applicability  of  the  controls  put  in 
place  by  this  final  rule,  r  well  as  the 
registration,  GMP,  and  other  general 
controls  discussed  in  this  document, 
would  be  delayed  with  respect  to 
cigarettes  and  smokeless  tobacco. 

During  this  period,  millions  of  children 
and  adolescents  would  be  likely  to  use 
cigarettes  and  smokeless  tobacco  for  the 
fi^  time  and,  in  the  absence  of  FDA 
regulation  under  its  general  authorities, 
brcome  addicted  to  ffiese  dangerous 
products. 

The  tobacco  industry  argues  that  FDA 
caimot  classify  cigarettes  and  smokeler 
tobacco  because,  given  “FDA’s  view  of 
the  health  efiacts”  of  cigarettes  and 
smokeless  tobacco,  clrsification  would 
inevitably  lead  to  a  ban  of  the  products. 
According  to  the  industry,  FDA  cannot 
clarify  cigarettes  vmder  clar  I  or  class 
n  because  neither  the  general  nor  the 
special  controls  will  provide  what  FDA 
will  regard  as  a  reasonable  arurance  of 
safety,  leading  FDA  with  only  one 
option:  To  clarify  cigarettes  and 


smokeler  tobacco  under  clar  in. 
According  to  the  industry,  clarifying 
cigarettr  and  smokelrs  tobacco  under 
clar  in  would  lead  to  a  ban  of  cigarettes 
and  smokeler  tobacco  because  FDA 
cannot  grant  premarket  approval  of  a 
clar  in  device  until  it  is  rtisfied  that 
there  is  rer  enable  ar  luance  that  the 
device  is  safe.  The  tobacco  industry 
argur  that  the  inability  of  FDA  to 
clarify  cigarettr  and  smokeler 
tobacco  without  triggering  a  ban  of  the 
products  demonstratr  that  the  act  wr 
never  intended  to  apply  to  cigarettr 
and  smokeler  tobacco. 

It  would  not  be  appropriate  for  FDA 
to  make  a  final  determination  at  this 
time  r  to  whether  the  application  of  all 
appropriate  regulatory  controls 
identified  in  a  clarification  proceeding 
would  result  in  a  reasonable  arurance 
of  safety  and  effectivenrs  for  cigarettr 
and  smokeler  tobacco  for  any  urrs. 

This  determination  must  await 
completion  of  the  clarification  procr s 
and  of  any  regulatory  steps  identified  in 
the  clarification  procer  (section  513  of 
the  act).  Nonethelrs,  it  srms  clear  that 
the  best  public  health  result  is  one  that 
prevents  accer  to  tobacco  products  by 
children  and  adolescents  while  allowing 
their  continued  availability  for  adults. 
Moreover,  the  agency  dirgrer  with 
industry  comments  that  argue  that  it 
dor  not  have  the  authority  to  permit 
the  sale  of  tobacco  products  to  adults 
because  the  agency  hr  found  that 
tobacco  products  are  unsafe. 

In  considering  this  irue,  the  agency 
reiterates  that  tobacco  products  are 
dangerous.  As  discussed  more  fully  in 
section  I.  of  this  document  and  in  ffie 
preamble  to  the  1995  propord  rule, 
cigarettes  and  smokeler  tobreo  cause 
great  pain  and  sufiering  fiom  illnrs, 
such  r  cancer,  rrpiratory  illnrse^, 
and  heart  disease.  More  than  400,000 
people  die  rch  year  r  a  rrult  of 
tobacco  use. 

If  the  act  required  that  the  agency 
limit  its  consideration  to  the  risks  of 
tobacco  products,  then  it  could  not  find 
that  there  is  a  reronable  assurance  of 
safety.  To  the  contrary,  tobacco  products 
are  unsafe,  as  that  term  is 
conventionally  rmderstood.  However,  as 
reflected  in  the  act  and  in  judicial 
decisions,  the  determination  as  to 
whether  there  is  a  “reasonable 
assurance  of  safety”  involves 
consideration  of  not  only  the  risks 
presented  by  a  product  but  also  any  of 
the  countervailing  effects  of  use  of  that 
product,  including  the  consequences  of 


>*“Cigaratte  Smoking-Attributable  Mortality  and 
Years  of  Potential  Life  Lost — ^United  States,  1990,” 
MMWR.  CDC,  vol.  42,  No.  33,  pp.  645-649, 1993. 
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not  permitting  the  product  to  be 
marketed.  Thus,  section  513(a)(2)(C)  of 
the  act  declares  that,  with  respect  to 
safety  and  effectiveness,  the  agency 
must  “weight]  any  probable  benefit  to 
health  from  the  use  of  the  device  against 
any  probable  risk  of  injury  or  illness 
from  such  use  (see  also  21  CFR 
860.7(d)(1)).  According  to  the  legislative 
history  of  the  Medical  Device 
Amendments,  “[the  reasonable 
assurance  of  safety  standard]  is 
predicated  upon  die  recognition  that  no 
regulatory  mechanism  can  guarantee 
that  a  product  will  never  cause  injury” 
because  “[rjegulation  cannot  eliminate 
all  risks  but*  rather  must  eUminate  those 
risks  which  are  unreasonable  in  relation 
to  the  benefits  derived”  (H.  Rept.  94- 
853,  94th  Cong.,  2d  sess.,  16, 17  (1976); 
see  also  United  States  v.  Rutherford,  442 
U.S.  544,  555  (1979)). 

An  example  of  the  balancing  of  risks 
of  using  a  product  against  the  risks  of 
not  using  a  product  can  be  found  in  the 
agency’s  approval  of  a  number  of  drugs 
used  in  the  treatment  of  various  cancers. 
These  drugs  are  highly  toxic  to  patients 
who  receive  them,  and  in  approving 
these  drugs  for  chemotherapy,  FDA 
balances  the  seriousness  of  the  diseases 
these  drugs  were  intended  to  treat 
against  the  drugs’  toxicity.  In  cases 
where  the  risks  of  not  treating  the 
cancer  outweighed  the  risks  of  the 
drugs,  FDA  has  approved  these 
products. 

Similarly,  in  the  case  of  tobacco 
products,  ^e  agency  must  weigh  the 
risks  of  leaving  cigarettes  and  smokeless 
tobacco  on  the  market  against  the  risks 
of  removing  these  products  from  the 
market.  For  children  and  adolescents, 
the  serious  health  consequences  of 
using  tobacco  products  support  an 
approach  designed  to  reduce  their  use, 
as  all  50  States  and  many  of  the  tobacco 
companies  themselves  recognize.  It  is 
also  relevant  that  many  children  who 
use  tobacco  products  are  in  the  period 
of  initiation  and  are  not  addicted,  and 
thus  a  prohibition  of  the  sale  and 
promotion  to  this  segment  of  the 
population  will  effectively  reduce  their 
use  of  tobacco  products.  Although  some 
children  and  adolescents  are  ad^cted  to 
tobacco  products,  the  agency  has 
concluded  that  the  approach  that  most 
effectively  takes  into  accoimt  the  health 
of  yoimg  people  is  one  that  prohibits  the 
sale  and  promotion  of  tobacco  products 
to  children  and  adolescents  imder  18 
years  of  age. 

The  issue  is  more  difficult  with 
respect  to  adults,  particularly  adults 
who  are  addicted  to  cigarettes  and  other 
tobacco  products.  There  are 


approximately  50  milUon  Americans 
who  durentiy  smoke  and  another  6 
milhon  who  use  smokeless  tobacco.  It 
is  particularly  relevant  that  77  to  92 
percent  of  all  smokers  are  addicted 
and  that  a  substantial  number  of  all 
users  of  smokeless  tobacco  are 
addicted, 

The  agency  beUeves  that  these  factors 
must  be  considered  when  developing  a 
regulatory  scheme  that  achieves  the  best 
public  health  result  for  these  products. 
The  sudden  withdrawal  frnm  the  market 
of  products  to  which  so  many  milUons 
of  people  are  addicted  would  be 
dangerous.  First,  there  could  be 
significant  health  risks  to  many  of  these 
individuals.  Second,  it  is  possible  that 
our  health  care  system  would  be 
overwhelmed  by  the  treatment  demands 
that  these  people  would  create,  and  it  is 
unlikely  that  the  pharmaceuticals 
available  could  successfully  treat  the 
withdrawal  symptoms  of  many  tobacco 
users.  Third,  the  agency  also  beUeves 
that,  given  the  strength  of  the  addiction 
and  the  resulting  difficulty  of  quitting 
tobacco  use,  a  black  market  and 
smuggling  would  develop  to  supply 
smokers  with  these  products.  It  ^so 
seems  likely  that  any  black  market 
products  would  be  even  more  dangerous 
than  those  ciurentiy  marketed,  in  that 
they  could  contain  even  higher  levels  of 
tar,  nicotine,  and  toxic  additives. 

Whether  individuals  who  use  these 
products  have  an  opportunity  to  make 
an  informed  choice  is  also  relevant. 

Most  individuals  who  use  these 
products  begin  as  diildren  and 
adolescents,  at  an  age  when  they  are  not 
prepared  for  or  equipped  to  make  a 


“National  Household  Survey  on  Drug  Abuse: 
Population  Estimate  1993,”  OHHS,  PHS,  SAMHSA, 
Office  of  Applied  Studies,  Rockville,  MD,  Pub.  No. 
(SMA)  94-3017,  pp.  89  and  95, 1994. 

^  1996  Jurisdictional  Determination,  sec:tion 
ntB)(2)(a). 

^Id. 

That  a  black  market  and  smuggling  will  occur 
can  be  predicted  by  examining  the  current  situation 
with  illegal  drugs  in  the  United  States  and  past 
experience  with  prohibition  of  respect  to  alcoholic 
beverages.  In  both  situations,  individuals  continued 
using  the  products.  Moreover,  in  the  case  of 
cigarettes,  even  increased  cost  due  to  tax  disparities 
can  lead  to  smuggling  and  black  markets.  S.  Kept 
95-962,  95th  Cong.,  2d  Sess.,  (June  28, 1978); 
Joossens,  L.,  and  M.  Raw,  “Smuggling  and  Cross 
Border  Shopping  of  Tobacco  in  Europe,”  British 
Medical  Journal,  vol.  310,  May  27, 1995. 

ssSuch  has  been  the  case  with  illegally  produced 
alcohol.  See  “Elevated  Blood  Lead  Levels 
Associated  with  Illicitly  Distilled  Alcohol — 
Alabama,  1990-1991,”  MMWR,  CDC,  DHHS,  vol. 
41,  No.  17,  pp.  294-295, 1992;  Pegues,  D.  A.,  B.  J. 
Hughes,  C.  H.,  Woemle,  “Elevated  Blood  Lead 
Levels  Associated  with  Illegally  Distilled  Alcohol,” 
Archives  of  Internal  Medicine,  vol.  153,  pp.  1501- 
1504, 1993. 


decision  that  for  many  will  have  hfelong 
consequences. 

In  contrast,  adults  generally  have  the 
capacity  to  make  informed  decisions.  In 
the  case  of  cigarette  and  smokeless 
tobacco,  very  few  adults  who  have  not 
used  tobacco  as  children  and 
adolescents  choose  to  use  these 
products  as  adults.  Unfortunately,  for 
the  many  individuals  who  have  become 
addicted,  their  capacity  to  choose 
whether  to  use  cigarettes  or  smokeless 
tobacco  in  large  measure  no  longer 
exists.  Thus,  the  agency  must  take  their 
addiction  into  consideration  when 
developing  its  regulatory  scheme. 

Serious  health  consequences  follow 
both  frtim  the  option  of  leaving  tobacco 
products  on  the  market  and  from  the 
option  of  banning  tobacco  products. 
However,  on  bcdance,  an  approach  that 
prohibits  the  sale  and  promotion  of 
cigarettes  and  smokeless  tobacco  to 
children  and  adolescents,  while 
permitting  the  sale  to  adults  seems  most 
appropriate.  It  is  consistent  with  the 
statutory  standard  of  reasonable 
assurance  of  safety  and  is  more  effective 
in  achieving  public  health  goals  than  a 
ban  on  all  tobacco  products.  Therefore, 
FDA  is  adopting  this  approach  in  this 
final  rule. 

'There  is  also  a  basis  for  finding  that 
these  products  are  “effective”  for  adults 
who  are  addicted  to  tobacco  products 
because  such  products  sustain  with 
great  efficacy  the  individual’s  continued 
need  for  the  active  ingredient  nicotine. 
Tobacco  products  are  effective  for 
preventing  withdrawal  symptoms  in 
individuals  addicted  to  nicotine  in 
much  the  same  way  that  methadone  is 
effective  in  preventing  withdrawal. 

Section  516  of  the  act  supports  this 
analysis.  Section  516  of  the  act  is  the 
provision  that  gives  the  agency  the 
authority  to  ban  medical  devices.  Under 
that  provision,  the  agency  “may”  ban  a 
device  if  it  finds  that  the  device  presents 
“an  unreasonable  and  substantial  risk  of 
illness  or  injury.”  'There  are  two 
elements  of  discretion  which  plainly 
allow  the  agency  to  leave  these  products 
on  the  market — ^the  word  “may”  which 
applies  to  the  entire  banned  device 
authority;  and  the  standard  of 
“unreasonable  *  *  *  risk  of  illness  or 
injury,”  which  gives  the  agency  ample 
discretion  to  balance  the  rniique 
circumstances  surrounding  this  product. 


2a  1994  SGR,  pp.  5,  58,  and  65-67. 
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D.  The  Fact  That  the  Act’s  Drug 
Authorities  Authorize  the  Imposition  of 
Similar  Restrictions  Supports  the 
Reasonableness  of  the  Restrictions  That 
the  Agency  Has  Imposed 

(16)  At  least  one  tobacco  industry 
comment  argued  that  the  agency’s 
proposed  access  and  advertising 
restrictions  were  an  affiont  to  “common 
sense” — i.e.,  that  the  types  of 
restricti(ms  the  agency  had  proposed, 
under  the  device  provisions  of  the  act, 
went  well  beyond  what  the  plain 
language  of  the  act  could  be  read  to 
support.  The  agency,  however,  could 
have  chosen  to  impose  similar 
restrictions  using  ^e  act’s  drug 
authorities.  As  this  section 
demonstrates,  the  agency  has  restricted 
the  marketing  of  a  number  of  drug 
prodiicts,  using  the  adulteration, 
misbranding,  and  marketing  provisions 
governing  drug  products,  ll^t  similar 
restrictions  can  be  invoked  under  either 
the  act’s  device  authorities  or  imder  the 
act’s  drug  authorities  supports  the 
reasonableness  of  restrictions  adopted 
in  the  final  rule. 

As  discussed  in  the  1995  proposed 
rule  and  in  sections  IIA.  and  B.  of  this 
document,  cigarettes  and  smokeless 
tobacco  are  drug  delivery  systems — i.e., 
they  combine  a  drug  component  and  a 
device  component  in  a  single 
combination  product  (60  FR  41314  at 
41347  througli  41349).  As  such, 
cigarettes  and  smokeless  tobacco  are 
subject  to  regulation  under  the  device 
provisions  of  the  act,  the  drug 
provisions  of  the  act,  or  a  combination 
of  the  two.  'The  agency  has  determined 
that  it  should  use  the  act’s  device 
authority  to  regulate  these  products 
because  the  device  provisions  of  the  act 
offer  the  agency  greater  jegulatory 
flexibility  than  do  the  dmg  provisions  of 
the  act  (see  section  n.B.  of  this 
document  and  the  1995  proposed  rule  at 
60  FR  41314  at  41347  through  41349). 
However,  if  there  were  no  device 
component  to  cigarettes  and  smokeless 
tobacco,  or  if  the  agency  had  chosen  to 
regulate  these  combination  products 
under  the  act’s  drug  authorities,  the 
agency  nevertheless  could  have  limited 
the  access  to  and  advertising  of  these 
products  in  order  to  protect  children 
and  adolescents. 

Although  the  agency’s  authority  to 
impose  access  restrictions  on  a  d^ 
product  is  not  as  explicit  as  it  is  under 
the  device  provisions  of  the  act  (see 
section  520(e)  of  the  act  authorizing 
controls  over  the  “sale,  distribution,  or 
use”  of  a  device  to  protect  against  a 
potentially  harmful  or  unsafe  iise),  the 
agency  has  in  fact  drawn  from  several 


statutory  sources  to  achieve  some  of  the 
same  r^ulatory  results  for  a  drug.  The 
agency  routinely  imposes  restrictions  to 
protect  against  unsafe  uses  of  drug 
products — even  where  those  \ises  are 
otherwise  unlawful,  wholly  irrational, 
or  in  contravention  of  express  warnings. 
From  the  time  of  the  product’s 
development  and  manufacture  through 
its  retail  sale,  the  agency  is  authorized 
to  ensure  that  drug  products  are  neither 
unsafe,  misbrand^,  nor  adulterated. 

(See  sections  201(n),  301,  501,  502,  503 
and  505  of  the  act;  United  States  v. 
Sullivan,  332  U.S.  689,  696  (1948) 
(Congress  intended  “to  safeguard  the 
consumer  by  applying  the  Act  to  articles 
from  the  moment  of  their  introduction 
into  interstate  commerce  all  the  way  to 
the  moment  of  their  delivery  to  the 
ultimate  consiuner”).) 

Consistent  with  this  broad  grant  of 
authority.  Congress  also  authorized  the 
agency  to  issue  regulations  for  the 
“efficient  enfcncement”  of  the  act,  such 
as  regulations  that  set  forth  the 
conditions  under  which  a  drug  must  be 
marketed  to  ensure  that  it  will  not  be 
deemed  violative  of  the  act  (see  section 
701(a)  of  the  act  (21  U.S.C.  371);  United 
States  V.  Nova  Scotia  Food  Products 
Corp.,  568  F.2d  240,  246  (2d  Cir.  1977); 
and  Pharmaceutical  Manufacturers 
Association  v.  FDA,  484  F.  Supp.  1179, 
1183  (D.  Del.  1980)  (FDA  has  broad 
authority  to  issue  drug  regulations 
reasonably  related  to  ffie  public  health 
purposes  of  the  act,  so  long  as  the 
regulations  further  congressional 
objectives  evidenced  elMwhere  in  the 
act)). 

With  this  authority,  the  agency  has 
imposed  restrictions  on  the  advertising, 
lal^ling,  and  packaging  of  drug 
products,  as  well  as  restrictions  on 
access  to  drug  products,  without  which 
the  products  could  not  be  lawfully 
marketed.  For  example,  the  agency  has 
used  its  authority  to  ensure  t^t  dnig 
products  are  not  adulterated  to  require 
special  padcagii^  requirements  for  over- 
the-counter  (O’TC)  drugs,  to  protect 
against  product  tampering  (see  47  FR 
50442  at  50447,  November  5, 1982); 

§  211.132  (21  CFR  211.132)).  Thus,  the 
agency  has  imposed  industry-wide 
packa^ng  reqrjurements  to  protect 
against  product  contamination  as  well 
as  unintended,  unscde  uses  of  drug 
products.  (Compare  §  897.14(d) 
(prohibiting  reisers  from  breaking 
open  cigarette  and  smokeless  tobacco 
packages  to  sell  loose  cigarettes  or 
smokeless  tobacco).) 

Similarly,  the  agency  has  authority  to 
control  carefully  ffie  padmge  size  of 
drug  products  to  protect  persons  who 


fail  to  follow  the  directions  from  taking 
a  lethal  dose  of  the  product  (see  60  FR 
52474  at  52491, 52502,  and  52503, 
October  6, 1995,  and  §  355.20  (21  CFR 
355.20)  (final  monograph  setting 
padcage  size  limitations  on  OTC 
anticaries  drugs  to  prevent  individuals 
from  ingesting  an  acutely  toxic  dose)). 
(Compare  §  897.16(b)  (setting  minimiun 
pacl^e  size  for  cigarettes).) 

Along  the  same  lines,  the  agency  has 
used  its  authority  to  ensure  that  di^s 
are  not  misbranded  to  restrict  the 
marketing  of  certain  drug  products 
where  consumers  simply  were  unable  or 
tmwilling  to  heed  the  warnings  on  these 
products.  In  some  instances,  ffie  agency 
has  banned  altogether  the  marketing  of 
persistently  misused  drug  products. 

(See,  e.g.,  47  FR  41716  at  41719, 
September  21, 1982  (camphorated  oil 
products  deemed  misbranded  because, 
despite  label  warnings,  consumers 
continued  to  misuse  the  product);  47  FR 
34636,  August  10, 1982  (proposing 
withdraw^  of  all  drugs  containing 
phenacetin  because  of  persistent  abuse, 
and  associated  health  risks,  despite 
label  warnings  contained  on  those 
products).)  In  other  instances,  the 
agency  has  restricted  the  product  to 
prescription  use.  (See,  e.g.,  §  250.12  (21 
CFR  250.12)  (requiring  prescription 
dispensing  of  QTC  stramoniiun 
preparations  because,  despite  package 
warnings,  young  people  continued  to 
abuse  and  misuse  them);  §  250.100  (21 
CFR  250.100)  (switching  amyl  nitrite 
inhalant  from  OTC  to  prescription 
dispensing  because  of  persistent  off- 
label  use  and  abuse);  see  also  60  FR 
38643,  July  27, 1995  (proposing  to 
restrict  ephedrine  drug  products  to 
prescription  marketing  because  of  the 
illicit  use  of  OTC  ephedrine  in  the 
manufacture  of  certain  controlled 
substances).) 

Finally,  the  agency  has  approved  drug 
products  with  strict  limits  on 
distribution,  to  ensure  that  the  drug  will 
be  safe  for  use  under  the  conditions, 
prescribed,  recommended,  or  suggested 
in  the  product’s  labeling.  For  example, 
the  drug  Clozaril®  (clozapine),  used  in 
the  treatment  of  schizophrenia,  can 
cause  the  onset  of  a  potentially  fatal 
blood  condition,  agranulocytosis. 
However,  early  detection  of 
agranulocytosis  through  routine  blood 
testing  can  substantially  reduce  the  risk 
of  death.  FDA,  therefore,  approved  the 
drug  with  labeling  that  provides  that  the 
drug  is  available  “only  through  a 
distribution  system  that  ensures  weekly 
[white  blood  cell]  testing  prior  to 
delivery  of  the  next  week’s  supply  of 
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medication.”  This  labeling  was 
intended  to  ensure  that  Clozaril®  would 
not  continue  to  be  administered  to  those 
for  whom  it  presents  an  unreasonable 
risk  of  harm.  The  marketing  of  Clozaril® 
in  contravention  of  the  labeling  would 
result  in  the  product  being  deemed 
misbranded  and  subject  to  regulatory 
action.  More  recently,  the  agency  issued 
regulations  authorizing  generally 
restrictions  on  the  distribution  of  drug 
products  in  instances  where  "a  drug 
product  shown  to  be  effective  can 
safely  used  only  if  distribution  or  use  is 
restricted*  *  *”  (see  §314.520  (21  CFR 
314.520)).  (Compare  §  897.16  (setting 
conditions  on  the  manufacture,  sale, 
and  distribution  of  cigarettes  and 
smokeless  tobacco);  §  897.14(b)(1) 
(requiring  retailers  to  verify  die 
consumer’s  age  to  ensure  that  the 
product  will  not  be  used  by  minors) 

§  897.16(c)(1)  (prohibiting  use  of  self- 
service  displays  at  retail 
establishments).) 

These  examples  illustrate  how  the 
agency  has  interpreted  sections  501, 
502, 503,  and  505  of  the  act  (in 
conjimction  with  sections  201(n),  301, 
and  701(a)  of  the  act)  as  authorizing  an 
array  of  controls  to  prevent  unsafe  uses 
of  dimg  products.  The  minimum  age 


so  Clozaril®  (clozapine  tableta)  product  labeling, 
Sandoz  Pbarmaceuticals,  March  1994,  in 
Physician’s  Desk  Reference,  50th  edition,  p.  2252, 
1996. 

SI  "The  Federal  Food,  Drug,  and  Cosmetic  Act 
provides  authority  for  FDA  to  restrict  the  conditions 
for  use,  including  the  channels  of  distribution  and 
use,  of  any  drug,  or  withdraw  approval  of  an  NDA,  | 
if  a  drug  cannot  otherwise  safely  be  used"  (H.  Kept. 
No.  93-884, 93d  Cong.,  2d  Sess.,  p.4, 1974, 
reprinted  in  U.S.  Cong.  &  Admin.  News,  pp.  3029- 
3032).  But  see  American  Pharmaceutical  Ass'n  v. 
Weinberger,  377  F.Supp.  824,  829  (D.D.C.  1974) 
(striking  dovm  an  FDA  regulation  restricting  the 
distribution  of  methadone),  aff’d  per  curiam  sub 
nom.  American  Pharmaceutical  Ass'n  v.  Mathews, 
530  F.2d  1054  (D.C.  Or.  1976).  The  American 
Pharmaceutical  Ass’n  case,  however,  was  decided 
before  the  emergence  of  cases  such  as  Chevron 
U.S^.,  Inc.  V.  Natural  Resources  Defense  Council, 
467  U.S.  837  (1984),  in  which  the  Court  signaled 
the  importance  of  deferring  to  an  agency’s 
interpr^tioD  of  its  own  statute,  provided  the 
interpretation  is  sufficiently  rational.  The  case  also 
involved  some  unique  circumstances:  the  agency 
had  withdrawn  approval  of  the  NDA  for  the  drug 
(methadone),  but  nevertheless  permitted  the  drug  to 
be  marketed  under  a  regulation  to  certain  treatment 
programs  and  pharmacies.  Also,  because 
methadone  is  a  controlled  substance  within  the 
provisions  of  the  Controlled  Substances  Act,  the 
district  court  concluded  that  issues  regarding 
restrictions  on  the  distribution  of  the  drug  were 
more  properly  within  the  jurisdiction  of  the 
Department  of  Justice  than  FDA.  In  most  other 
instances,  however,  where  a  drug  is  not  subject  to 
the  Controlled  Substances  Act,  and  where  certain 
marketing  restrictions  are  necessary  to  ensure  that 
the  drug  will  be  used  safely  and  efiectively,  under 
the  conditions  contemplated  in  a  new  drug 
application,  the  American  Pharmaceutical  Ass'n 
case  is  distinguishable. 


requirement  for  dgarettes  and 
smokeless  tobacco  (see  §  897.14(a)),  and 
the  controls  on  packaging  (see 
§§  897.14(d)  and  897.16(b)  and  (d)), 
vending  machine  sales  (see  §§  897.14(b) 
and  897.16(c)),  and  self-service  displays 
(see  §§  897.14(c)  and  897.16(c)),  follow 
this  same  path.  Without  these 
restrictions,  cigarettes  and  smokeless 
tobacco  as  drug  products  could  be 
deemed  misbranded  or  adulterated  drug 
products  and  could  present  too  great  a 
safety  risk  to  be  marketed  at  all. 

The  final  rule  also  regulates  the 
advertising  used  to  promote  cigarettes 
and  smokeless  tobacco  (see  §§  897.30, 
897.32,  and  897.34).  Vfhile  the  act’s 
device  provisions  provide  the  most 
direct  and  extensive  basis  for  regulating 
the  advertising  of  these  products  (see 
section  VI.  of  this  dociunent),  the  drug 
provisions  of  the  act  also  would  have 
allowed  the  agency  to  regvilate  the 
advertising  of  these  products. 

Whether  a  drug  is  marketed  on  a 
prescription  basis  or  OTC,  the  agency 
has  authority  to  prohibit  advertising  that 
promotes  the  product  for  a  use  for 
which  it  would  be  imapproved  or 
misbranded  (see  sections  201(n),  301, 
502,  and  505  of  the  act;  see  also 
§  201.128  (21  CFR  201.128)  (advertising 
of  a  drug  product  may  be  used  to 
establish  that  the  product  is  being 
marketed  for  a  use  for  which  it  is 
neither  labeled  nor  approved)).  Though 
the  agency  generally  will  defer  to  FTC 
with  respect  to  the  advertising  of  OTC 
drugs  (see  Food  and  Drug 
Administration  and  Federal  Trade 
Commission  Memorandmn  of 
Understanding  (36  FR 18539,  September 
16, 1971)),  the  agency  retains  authority 
to  take  action  against  an  OTC  drug  that 
is  promoted  for  an  imapproved  use.  (See 
§  330.1(d)  (21  CFR  330.1(d))  (for  an  OTC 
drug  to  be  generally  recognized  as  safe 
and  effective,  and  not  misbranded,  the 
advertising  for  the  drug  must  not 
prescrihe,  recommend,  or  suggest  its  use 
under  conditions  not  stated  in  the 
labeling);  see,  e.g.,  §  310.519  (21CFR 
310.519)  (prohibiting  the  marketing  of 
any  OTC  drug  that  is  “labeled, 
represented,  or  promoted  as  an  OTC 
daytime  sedative  (or  any  similar  or 
related  indication)”.) 

The  agency  also  has  authority  to 
require  that  a  drug  product  not  be 
advertised  in  a  manner  that  would 
imdercut  or  coimteract  the  product’s 
labeling,  including  label-based 
warnings.  (See  McNeilab,  Inc.  v. 
Heckler,  Food  Drug  Cosm.  L.  Rep.  (CCH 
1985)  (Transfer  Binder)  138,317,  p.  39, 
787  (D.D.C.  1985)  (while  FDA  “cannot 
rely  on  advertising  to  make  safe  [an 


OTC]  drug  which  is  deemed  too 
dangerous  to  be  sold  with  label 
warnings  alone,”  it  would  be  “proper 
for  the  agency  *  *  *  to  ensure  that  ads 
do  not  undercut  otherwise  sufficient 
labeling”);  see  also  57  FR  13234  at 
13237,  April  15, 1992  (preamble  to 
Accelerated  Approval  Regulations 
discussing  requirement  of  submission  of 
promotional  materials  to  ensure  that  the 
drugs  approved  under  this  section  will 
not  be  put  to  inappropriate  or  unsafe 
uses).)  And,  irrespective  of  whether  a 
drug  is  marketed  OTC  or  by 
prescription,  the  agency  has  authority  to 
prohibit  the  distribution  of  “false  or 
misleading”  product  “labeling”  (see 
section  502(a)  of  the  act). 

Last,  had  the  agency  (±osen  to  use  the 
act’s  drug  authorities  to  regulate  these 
products,  one  possible  means  of  limiting 
their  access  would  have  been  to  require 
some  form  of  prescription  dispensing.  In 
that  case,  the  agency’s  authority  to 
regulate  the  advertising  of  cigarettes  and 
smokeless  tobacco  would  be  extensive 
(see  section  502(n)  of  the  act;  §  202.1  (21 
CFR  202.1);  §  314.81(b)(3)(i)  (21  CFR 
314.81(b)(3)(i))).  The  agency,  for 
example,  has  ffiscretion  xmder  the  act  to 
regulate  both  the  presentation  and 
format  of  prescription  drug  advertising. 
According  to  the  House  Conference 
Report  on  section  502(n)  of  the  act. 
Congress  contemplated  that: 

[I]n  administering  the  requirement 
contained  in  the  conference  substitute  that 
advertisements  contain  brief  summaries  of 
side  effiscts,  etc.,  the  Secretary  under  the 
conference  substitute  has  sufficient 
discretion  to  exercise  due  regard  to  the  size 
of  the  advertisement,  the  ne^  for  protecting 
the  public  health,  and  the  conditions  for 
which  the  drug  is  offered  in  the 
advertisement. 

(Report  of  the  Committee  of  Conference, 
H.  Conf.  Rept  2526,  87th  Cong.  2d  sess., 
((3ct.  3, 1962)  reprinted  in  1962  U.S. 
Code  Cong,  and  Admin.  News  2927, 
2934  (emphasis  added).) 

Further,  me  agency  may  take  action 
against  a  prescription  diug 
advertisement  to  the  extent  it  lacks  “fair 
balance”  or  is  otherwise  “false  or 
misleading”  (see  sections  201(n),  502(a), 
and  (n)  of  the  act;  §  202.1  (21  CFR 
202.1)).  Thus,  had  the  agency  chosen  to 
regulate  these  products  as  prescription 
dmgs,  the  agency’s  existing  prescription 
drug  advertismg  regulations  themselves 
WQuld  require  significant  changes  to  the 
content  and  format  of  the  tobacco 
industry’s  advertising  campaigns. 

'The  final  concern — ^had  the  agency 
regulated  these  products  as  drugs — ^is 
whether  cigarettes  and  smokeless 
tobacco  could  continue  to  be  marketed 
to  adults.  As  discussed  in  greater  detail 
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in  section  n.C.S.  of  this  document,  there 
are  compelling  public  health  reasons  for 
permitting  the  continued  marketing  of 
these  products  to  adiilts.  The  same 
ration^e  would  apply  had  these 
products  been  regulated  as  drugs.  As  is 
the  case  with  respect  to  devices,  thma 
is  a  basis  for  concluding  that  an 
approach  that  prohibits  the  sale  and 
promotion  of  cigarettes  and  smokeless 
tobacco  to  children  and  adolescents,  yet 
allows  these  products  to  continue  to  be 
marketed  to  adults  who  are  addicted  to 
these  products,  could  be  found  to  be 
consistent  with  the  statutory  standard  of 
“safe"  and  “effective”  under  section  505 
of  the  act  for  these  products. 

It  is,  of  course,  essential  to  this 
analysis  that  the  agency’s  youth  access 
restrictions  in  new  part  897  be 
implemented.  These  restrictions  are 
necessary  to  help  ensure  that  the  most 
alarming  safety  issue  associated  with 
these  piquets  will  have  been 
contained.  Absent  these  restrictions,  the 
risks  associated  with  the  continued 
marketing  of  these  products,  even  to 
adults,  may  be  overwhelming.  The  close 
issue  of  whether  the  public  health  is 
better  served  by  allowing  adiilts  to 
continue  to  use  these  pr^ucts,  such 
that  the  agency  coidd  find  that  cigarettes 
and  smokeless  tobacco  are  “safe”  and 
“effective,”  depends  heavily  on  the 
agency’s  ability  to  prevent  ^e  most 
alarming  \ise  of  these  products,  namely, 
use  by  substantial  nvunbers  of  children. 

Moreover,  the  approach  of  allowing 
the  continued  marlreting  of  these 
products  to  adults,  so  long  as  youth 
access  is  carefully  controlled,  would  be 
consistent  with  the  agency’s  inherent 
discretion  to  take  enforcement  action 
against  some  uses  of  a  drug  product,  but 
not  others.  Such  an  exercise  of 
discretion  would  be  unreviewable 
[Heckler  v.  Chaney,  470  U.S.  821 
(1985)1.32 

In  resolving  that  there  is  a 
presumption  against  judicial  review  of 
agency  determinations  not  to  take 
^orcement  action,  the  Chaney  Court 
reasoned  that  an  agency’s 
nonenforcement  policy  generally 


Cutlery.  Hayes,  818F.2d  879,  893  (D.C 
Or.  1987)  (“The  FDC  act  imposes  no  clear  duty 
upon  FDA  to  bring  enforcement  proceedings  to 
eBactuate  either  the  safety  or  the  efficacy 
requirements  of  the  Act”);  Schering  Carp.  v. 
Heckler,  779  F.2d  683, 686  P.C.  Cir.  1985)  (FDA’s 
agreement  not  to  take  enforcement  action  against  an 
unapproved  product  for  a  pviod  of  18  months  was 
unreviewable);  see  also  Cutler  v.  Kennedy,  475 
F.Supp.  838, 856  (D J).C  1979)  (while  FDA  may  not 
formally  authorize  the  sale  of  drugs  that  it  has 
found  do  not  comply  with  the  safety  and 
eSectiveness  provisions  of  the  act,  the  agency  may 
use  its  enforcement  discretion  not  to  move  against 
these  unapproved  drug  products). 


involves  a  complex  weighing  of  factors 
“peculiarly”  within  the  agency’s 
expertise.  [Id.  at  831).  These  factors 
indude,  “whether  agency  resources  are 
best  spent  on  thl«  violation  or  another,” 
“whe^r  the  agency  has  enough 
resources  to  undert^  the  action  at  all,” 
and  “whether  the  particular 
enforcement  action  requested  best  fits 
the  agency’s  overall  policies.”  [Id.  at 
831-832). 

A  decision  by  the  agency  to  focus  its 
resoiuces  on  youth  access  to  dgarettes 
and  smokeless  tobacco  involves  the 
same  “ordering  of  priorities”— i.e.,  the 
same  balancing  of  agency-specific 
factors— on  which  the  rule  crafted  in 
Chaneyrests.  Thus,  were  the  agency  to 
enforce  the  act  only  with  respect  to  the 
promotion  and  sale  of  these  products  to 
children  and  adolescents,  such  a 
dedsion  would  enjoy  the  full  force  of 
the  Chaney  Court’s  presumption  of 
nonreviewability. 

'Thus,  while  ti^  agency  finds  that 
dgarettes  and  smokeless  tobacco  are 
more  appropriately  regulated  as 
restricted  devices,  as  ^e  discussion  in 
section  II.C  of  this  document 
demonstrates,  the  agency  could  have 
crafted  a  serviceable  regiilatory  scheme 
for  these  products  imder  the  drug 
provisions  of  the  act.  Contrary  to  the 
comments  that  have  argued  t^t  the  act 
is  inherently  unfit  for  regulation  of  these 
products,  or  that  the  agency’s  proposed 
restrictions  exceeded  ^e  common  sense 
boimdaries  of  the  act,  both  the  device 
provisions  and  the  drug  provisions  of 
the  act  provide  sound  authority  for 
controlling  the  access  to  and  promotion 
of  these  dmg  delivery  devices. 

E.  Constitutiongl  Issues  Regarding 
Authority 

1.  Separation  of  Powers 

The  doctrine  of  Separation  of  Powers 
refers  to  the  distribution  under  the 
Constitution  of  the  Federal 
Government’s  powers  among  the 
legislative,  executive,  and  judicial 


as  In  a  number  of  other  contexts,  the  agency  has 
declined  to  take  enfbroement  action  against 
particular  uses  of  unapproved  drug  products. 
Indeed,  the  agency  has  on  occasion  set  forth 
detailed  guidelines  outlining  the  conditions  under 
which  it  will,  as  a  general  mattK,  re&ain  from 
taking  regulatory  action.  (See,  e.g.,  FDA  Compliance 
Policy  Guide,  (CPG)  7132b.l5  (stating  that  pending 
completion  of  the  OTC  Drug  Review,  FDA  generally 
will  not  take  regulatory  action  against  unapproved 
or  misbranded  OTC  drugs  prior  to  completion  of  a 
final  monograph);  CPG  7125.06  (setting  conditions 
exempting  extra-label  use  of  new  animal  drugs  from 
regulatcny  action);  Regulatory  Procedures  Manual 
9-71  (setting  conditions  under  which  FDA 
generally  will  permit  the  import  of  small  quantities 
of  unapproved  drugs  for  personal  use  which  are  not 
available  domestically).) 


branches.  In  particular,  under  this 
scheme  only  Congress  has  the 
constitutional  authority  to  make  law. 

(17)  Numerous  comments  by  industry, 
media,  and  retailer  trade  associations 
and  by  State  legislators  and  individuals 
argued  that  FDA’s  assertion  of 
jurisdiction  ov«r  tobacco  products 
supersedes  Congress’  legislative 
judgment,  and,  some  argued,  therefore 
violates  the  doctrine  of  Separation  of 
Powers.  The  comments  contended  that 
Congress  has  provided  statutory 
authority  over  tobacco  products  to  the 
Executive  Branch  only  under  the 
statutes  that  it  has  enacted  that 
expressly  apply  to  tobacco  products, 
such  as  ^e  Comprehensive  Smokeless 
Tobacco  Health  and  Education  Act  (the 
Smokeless  Act)  (15  U.S.C.  4401  et  seq.) 
and  the  Federal  Cigarette  Labeling  and 
Advertising  Act  (the  Cigarette  Act)  (15 
U.S.C.  1331  et  seq.)  and  not  at  all  under 
the  act.  The  comments  cited  the  history 
of  proposals  in  Congress  further  to 
regulate  tobacco  pr^ucts,  none  of 
which  came  to  fruition,  as  evidence  that 
Congress  has  exercised  its  legislative 
will  not  to  act  further  on  tobacco 
regulation. 

The  agency  does  not  agree  that  the 
rule  violates  the  Separation  of  Powers 
Doctrine.  The  relevant  legal  standards 
are  set  out  in  Youn^town  Sheet  and 
Tube  Co.  V.  Sawyer,  343  U.S.  579  (1952), 
and  Chrysler  Corp.  v.  Brown,  441  U.S. 
281  (1979),  which  are  cited  in  the 
comments.  Jiistice  Black’s  opinion  for 
the  Court  in  Youngstown  stands  for  the 
proposition  that  the  Executive  Branch 
may  not  act  imless  authorized  by  the 
Constitution  or  by  statute  to  do  so.  In 
particular,  lacking  Constitutional 
authority,  the  Executive  Branch  may  act 
only  imder  the  aegis  of  a  statute  passed 
by  Congress  imder  its  “law  making 
power”  (see  Youngstown,  343  U.S.  at 
585-586,  589). 

Executive  Branch  agencies  frequently 
act  by  rulemaking.  In  Chrysler,  the 
Supreme  Court  considered  the 
prerequisite  for  an  agency’s  “legislative” 
or  “substantive”  rules  to  have  the  “force 
and  effect  of  law”  (see  Chrysler,  441 
U.S.  at  301-302).  “The  legislative  power 
of  the  United  States  is  vested  in  the 
Congress,  and  the  exercise  of  quasi¬ 
legislative  authority  by  governmental 
departments  and  agencies  must  be 
rooted  in  a  grant  of  such  power  by  the 
Congress  and  subject  to  limitations 
which  that  body  imposes”  [Id.  at  302). 
Therefore,  for  legislative  rules  to  have 
the  “force  and  effect  of  law,”  they  must 
be  “reasonably  within  the 
contemplation  of  [the  statutory]  grant  of 
authority”  [Id.  at  306).  The  “thread” 
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between  the  regulations  and  the  statute 
relied  upon  may  not  be  “so  strained  that 
it  would  do  violence  to  established 
principles  of  separation  of  powers  to 
denominate  the[]  particular  regulations 
‘legislative’  and  credit  them  with  the 
‘binding  effect  of  law’’’  [Id.  at  307-308). 

This  is  not  to  say  that  any  grant  of 
legislative  authority  to  a  Federal  agency  by 
Congress  must  be  specific  before  regulations 
promulgated  pursuant  to  it  can  be  binding  on 
courts  in  a  maimer  akin  to  statutes.  What  is 
important  is  that  the  reviewing  court 
reasonably  be  able  to  conclude  that  the  grant 
of  authority  contemplates  the  regulations 
issued. 

[Id.  at  308.) 

ybungstown  therefore  requires  that  FDA 
act  under  a  statutory  grant  by  Congress, 
while  Chrysler  demands  a  “nexus 
between  [FDA’s]  regulations  and  some 
delegation  of  the  requisite  legislative 
authority  by  Congress’’  (see  Chrysler, 

441  U.S.  at  304). 

As  discussed  elsewhere  in  this 
document.  Congress  exercised  its 
lawmaking  power  to  provide  FDA  with 
the  authority  to  regulate  any  product 
that  is  a  drug  or  device  as  defined  in 
section  201  of  the  act.  The  evidence 
cited  in  both  the  1995  Jiuisdictional 
Analysis  and  the  1996  Jurisdictional 
Determination  annexed  hereto 
demonstrates  that  cigarettes  and 
smokeless  tobacco  meet  the  statutory 
definitions  of  drug  and  device.  FDA 
may  therefore  act  to  regulate  tobacco 
pn^ucts,  and  in  doing  so,  it  is  acting 
“pursuant  to  an  express  or  implied 
authorization  of  Congress,’’  and  the 
executive  branch’s  “authority  is  at  its 
maximum  •  *  *”  (see  Youngstown,  343 
U.S.  at  635  (Jackson,  J.,  conpiuring)). 
Moreover,  Chrysler  does  not  require  that 
the  act  specifically  refer  to  tobacco  * 
products,  as  the  comments  suggested 
(see  Chrysler,  441  U.S.  at  308).  In  fact, 
most  pr^ucts  regulated  by  FDA  are  not 
specifically  refer^  to  in  the  act.  In 
addition,  as  discussed  in  sections  X.A. 
and  X.B.  of  this  docrunent,  neither  the 
Smokeless  Act  nor  the  Cigarette  Act 
precludes  regulation  under  the  act  of 
cigarettes  and  smokeless  tobacco  as  drug 
delivery  devices.  FDA’s  assertion  of 
jurisdiction  over  cigarettes  and 
smokeless  tobacco  is  therefore 
reasonably  contemplated  by  the  laws  as 
enacted  by  Congress.  Consequently,  in 
regulating  tobacco  products  imder  the 
act,  FDA  is  not  asserting  the  lawmaking 
power  reserved  by  the  Constitution  to 
Congress. 

2.  Nondelegation  Doctrine 
The  Nondelegation  Doctrine,  broadly 
speaking,  imposes  constraints  on 
Congress’  authority  to  delegate  to  others 


the  legislative  power  vested  in  it  by  the 
Constitution. 

(18)  While  maintaining  that  Congress 
has  not  granted  FDA  the  authority  to 
regulate  tobacco  products,  an  industry 
comment  argued  that  FDA  seelcs  to 
assume  authority  that,  under  the 
Nondelegation  Doctrine,  Congress  could 
not  have  delegated  to  the  Executive 
Branch.  In  particular,  the  comment 
argued  that  the  act  requires  FDA  to 
approve  a  new  drug  as  safe  and 
effective,  or  to  ban  it,  and  to  classify  a 
device  into  one  of  three  categories  in 
which  it  will  be  required  to  meet 
conditions  that  ensure  that  it  is  safe  and 
effective.  Because  FDA  proposed  to  do 
neither  with  respect  to  nicotine  and 
cigarettes  and  smokeless  tobacco,  the 
comment  contended,  the  agency  is  free 
to  choose  any  course  it  wi^es;  and  had 
Congress  delegated  to  FDA  such 
unlh^ted  authority,  it  would  have 
violated  the  Nondelegation  Doctrine. 

The  comment  can  alra  be  read  to 
suggest  that,  if  FDA  has  the  flexibility  to 
regulate  medical  devices,  and  in 
particular  tobacco  products,  as  it 
proposed,  then  Congress  provided  the 
agency  without  a  standard,  that  is,  with 
too  much  discretion. 

The  agency  disagrees  with  this 
comment.  The  act,  while  vesting  FDA 
with  broad  discretion  to  regulate  foods, 
drugs,  and  devices,  does  so  by  precisely 
defining  the  agency’s  jurisdictional 
ambit  in  section  201  of  the  act  and  by 
establishing  a  range  of  requirements  and 
enforcement,  provisions — for  example, 
in  sections  301,  302,  303,  304,  501,  502, 
505,  510,  513,  514,  515,  516,  517,  518, 
519,  520,  and  701  of  the  act  (21  U.S.C. 
331,  332,  333,  334,  351,  352,  355,  360, 
360c,  360d,  360e,  360f,  360g,  360h,  360i. 
360j,  and  371  respectively)— for  it  to 
pursue  when,  in  its  discretion.  Heckler 
V.  Chaney,  470  U.S.  821  (1985),  it  has 
fovmd  the  operative  facts  established  by 
Congress,  llie  act  therefore  involves  no 
delegation  of  Congress’  legislative 
power  that  violates  the  Nondelegation 
Doctrine,  as  the  courts  have  repeatedly 
held.  (See,  e.g..  United  States  v. 
Shreveport  Grain  and  Elevator  Co.,  287 
U.S.  77,  85  (1932);  United  States  v. 
Garfinkel,  29  F.3d  451, 457-59  (8th  Or. 
1994);  White  v.  United  States,  395  F.2d 
5,  9-10  (1st  Cir.),  cert,  denied,  393  U.S. 
928  (1968));  United  States  v.  62 
Packages,  More  or  Less,  ofMarmola 
Prescription  Tablets,  48  F.  Supp.  878, 
884  (W.D.  Wis.  1943),  aff’d,  142  F.2d 
107  (7th  Cir.),  cert,  denied,  323  U.S.  731 
(1944).) 

The  Supreme  Court  has  only 
infrequently  invalidated  a  congressional 
delegation  to  the  Executive  Branch. 


(See,  e.g.,  Panama  Refining  Co.  v.  Ryan, 
293  U.S.  388, 418  (1935)  (holding 
statute  authorizing  the  PrWident  to 
prohibit  interstate  shipment  of  “hot  oil’’ 
determined  by  State  law  or  regulation  to 
be  “excess"  to  be  unconstitutional 
delegation  because  “Congress  left  the 
matter  to  the  President  without  standard 
or  rule,  to  be  deidt  with  as  he  pleased’’); 
Schechter  Poultry  Corp.  v.  United 
States,  295  U.S.  495,  541-542  (1935) 
(reversing  convictions  for  violations  of 
code  of  conduct  for  poultry  suppliers 
because  “the  discretion  of  the  President 
in  approving  or  prescribing  [such] 
codes,  and  thus  enacting  laws  for  the 
government  of  trade  and  industry 
throughout  the  country,  is  virtually 
imfettered’’).) 

More  recently,  the  courts  have 
applied  the  Nondelegation  Doctrine  to 
reach,  or  require  from  an  agency,  a 
narrow  interpretation  of  a  statutory 
provision  that  would  otherwise  be  too 
broad  a  delegation.  (See,  e.g..  Industrial 
Union  Dep’t,  AFL-CIO  v.  American 
Petroleum  Inst.,  448  U.S.  607,  646 
(1980);  International  Union,  UAW  v. 
OSHA,  37  F.3d  665,  668-69  (D.C.  Or. 
1994);  International  Union,  UAW  v. 
OSHA,  938  F.2d  1310, 1316-17  (D.C. 

Cir.  1991).) 

Unlike  the  statutes  under  review  in 
Panama  Refining  and  Schechter,  the  act 
sets  standees  for  FDA  to  follow.  The 
agency  need  not  narrowly  interpret  the 
act  to  avoid  an  otherwise  over-broad 
delegation,  and  courts  have  repeatedly 
directed  that  the  act  be  construed 
liberally  in  light  of  its  public  health 
purpose  (see  sections  I.B.  and  n.A.  of 
this  document).  The  agency’s 
rulemaking  with  respect  to  tobacco 
products  is  a  legitimate  application  of 
those  standards  to  the  facts  before  the 
agency.  The  agency  therefore  concludes 
that  neither  the  act  nor  this  rulemaking 
violates  the  Nondelegation  Doctrine. 

m.  Overview  of  Comments,  Smoking 
Prevalence  Rates  Among  Minors, 

Scope,  Purpose,  and  Definitions 

A.  Overview  of  Comments 

From  the  time  the  1995  proposed  rule 
was  published  on  August  11, 1995  (60 
FR  41314),  vmtil  January  2, 1996,  the 
Food  and  Drug  Administration  (FDA) 
accepted  public  comments.  This 
comment  period  was  the  opportunity  for 
the  public  to  speak  to  FDA  about  the 
matter  of  regulating  nicotine^ontaining 
tobacco  products.  On  March  18, 1996, 
the  agency  reopened  the  comment 
period  for  30  days  to  make  additional 
information  relevant  to  this  rulemaking 
available  for  public  comment. 
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The  1995  proposed  rule  generated 
more  responses  than  the  agency  bad 
received  at  any  other  time  in  its  history 
on  any  other  sub)ect  Altogether,  the 
agency  received  more  than  700,000 
pieces  of  mail,  representing  the  views  of 
nearly  1  million  individuals.  Most  of  the 
submissions  were  fcam  letters  or  post 
cards.  The  agency  identified  more  than 
500  difierent  types  of  form  letters.  ^ 
Others  were  petitions  with  sometimes 
hundreds  of  signatures.  More  than 
95,000  submissions  expressed 
individiial  comments  cm  the  1995 
proposed  rule,  including  more  than 
35,000  from  children  who  were 
overwhelmingly  supportive.  The 
individual  comments  included  one  firom 
an  industry  trade  association  which 
delivered  a  single  submission  of  some 
45,000  pages  on  the  last  day  of  the 
aimounced  comment  period. 

As  may  be  expected,  comments 
differed  sharply  on  the  overarching 
issues  of  whether  FDA  should  reg^te 
cigarettes  and  smokeless  tobacco,  and 
whether  the  1995  proposed  rule  would 
have  the  desired  effect  of  reducing  the 
availability  and  attractiveness  of  diese 
products  to  children  and  adolescents. 

Several  Government  officials 
commented,  including  U.S.  Senators 
and  Congressmen,  other  Federal 
agencies.  State  governors  and 
legislators,' and  law  enforcement 
officials.  Comments  came  finm  every 
comer  of  the  coimtry.  FDA  heard  fit>m 
smokers  who  could  not  understand  why 
the  Government  was  meddling  in  their 
lives,  and  from  smokers  who 
desperately  wanted  to  quit,  but  could 
not.  It  hea^  from  employers  and 
employees  in  the  affe^ed  industries, 
includiing  tobacco  farmers,  wholesalers, 
cigarette  manufectiirers,  and  even 
laborers  with  the  lowest  paying  jobs 
who  feared  that  they  mig^t  lose  the  only 
jobs  they  know.  The  agency  even  heard 
firom  school  children  who  wanted  to  be 
protected  from  tobacco.  “It  is  not  fair,” 
wrote  one  13-year-old,  “that  the  tobacco 
companies  try  to  get  kids  to  rise 
tobacco.” 

Although  many  of  the  comments  were 
addressed  to  specific  portions  of  the 
tobacco  regulation  proposal,  tens  of . 
thousands  of  letters  commented  in 
general.  Thousands  of  general 
comments  supported  the  mle.  Some, 
like  this  one,  came  from  surprising 
sources:  “I  support  regulations 
restricting  the  ^e,  advertising, 


**  Opponents  and  proponents  of  the  rule 
organized  letter-writing  campaigns.  One,  a  massive 
tobacco  company.orchestrated  campaign,  generated 
smne  300,000  pieces  of  mail — nearly  half  of  all  of 
the  mail  received  by  the  agency  on  this  topic. 


promotion  and  distribution  of  cigarettes 
and  chewing  tobacco.  I  grow  tobacco, 
but  I  know  it  is  wrong  to  sell  death.  I 
really  feel  sorry  for  people  who  are 
’hooked’  on  nicotine.”  Other  supporting 
comments  came  from  more  traditional 
sources,  especially  the  medical  and 
public  health  communities.  One  letter 
from  a  coalition  of  medical  associations 
that  was  addressed  to  President  Clinton 
said:  “We,  the  undersigned  125 
organizations,  representing  more  than 
18  million  memlMrs  and  volunteers. 

\rrge  your  strong  support  for  Food  and 
Drug  Administration  actions  to  protect 
children  and  teenagers  fiem  tobacco.” 

Many  expressed  strong  overall 
opposition  to  the  rule.  Ctee  comment 
said:  “I  am  taking  the  time  to  write  this 
letter  to  express  my  overwhelming 
dissatisfaction  with  the  action  of  ffie 
FDA  in  trying  to  rewrite  the 
Constitution  and  take  control  of  the 
Tobacco  Industry.” 

Although  many  comments  opposed 
FDA’s  regijdation  of  tobacco  pr^ucts, 
there  was  nearly  unanimous 
agreement— even  from  the  tobacco 
companies  and  smokers — that  children 
under  the  age  of  18  should  not  be  using 
nicotine-containing  products,  either 
cigarettes  or  smokeless  tobacco.  A  few 
children,  however,  did  write  that,  even 
if  tobacco  use  is  unhealthy,  it  should 
still  be  their  choice,  even  if  they  are 
younger  than  18.  The  agency  received 
thousands  of  general  comments  about 
the  addictive  and  harmful  consequences 
of  tobacco  use,  and  they  called  on  the 
agency  to  act. 

A  summary  of  the  general  issues 
reflected  in  the  thousands  of  comments, 
and  the  agency’s  responses,  follows: 

(1)  The  agency  received  several 
thousand  comments  stating  that  FDA 
should  focus  on  the  products  it  already 
regulates.  In  addition,  many  comments 
said  that  FDA  should  not  expand  its 
responsibilities  because  the  agency’s 
resomces  already  are  inadequate.  Others 
stated  that  the  relation  of  tobacco  is 
a  responsibility  that  Congress  has 
reserved  for  itself. 

In  contrast,  many  supporters  of  the 
1995  proposed  rule  argued  that  it  was 
appropriate  for  FDA  to  take  action  on 
tffis  issue.  One  woman  wrote:  “As  the 
Federal  agency  designed  to  protect 
consiimers  from  haimful  consumer 
products,  FDA  clearly  has  both  the  right 
and  the  responsibility  to  take  these 
actions  against  the  most  serious  health 
threat  to  our  young  people.” 

The  regulation  of  drugs  and  medical 
devices  sold  through  interstate 
commerce  is  centrd  to  FDA’s 
established  role.  Based  on  recently 


available  information,  as  stated  in 
section  n.  and  in  the  1996  Jurisdictional 
Determination  aimexed  hereto,  FDA  has 
determined  that  nicotine  is  an  addictive 
drug,  and  that  cigarettes  and  smokeless 
tobacco  are  drug  delivery  devices, 
which  are  combination  products  imder 
section  503(g)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (the  act)  (21  U.S.C. 
353(g)).  As  such,  these  products  fall 
within  the  traditional  scope  of  FDA’s 
jurisdiction.  Therefore,  by  regulating 
these  products,  FDA  is  carrying  out  its 
traditional  role. 

(2)  FDA  received  thousands  of 
comments  about  how  smoking  was  an 
issue  of  free  choice  for  adults.  Most  of 
the  comments  focused  either  on  the 
ideological  issue  of  freedom  to  choose 
anything,  even  something  dangerous,  or 
on  relat^  economic  issues,  such  as  die 
freedom  to  receive  discoimt  or  specialty 
tobacco  products  by  mail.  Many 
comments  said  the  Government  must 
not  attempt  to  regulate  human  behavior, 
especially  for  adults,  even  when  there 
are  health  consequences.  Letters  like 
this  were  typical:  “As  individuals  we 
too  have  bron  promised  the  freedom  of 
choice  and  this  should  continue  to  be. 

I  don’t  want  the  government  regulating 
my  personal  freedoms.” 

Supporters  of  the  rule  coimtered  that 
because  nicotine  addiction  is  a  pediatric 
disease,  the  choice  to  start  smolring  is 
not  being  made  by  adults,  but  by 
adolescents  who  constitute  a  most 
vulnerable  population.  Because  they  are 
not  yet  mature  individuals,  they  are  not 
really  expressing  a  frne  choice,  the 
comments  said.  In  addition,  supporters 
of  the  rule  stated  that  adolescents,  who 
are  so  impressionable,  are  being 
manipulated  by  the  tobacco  companies, 
especially  through  advertising,  and 
therefore,  are  actually  being  denied  a 
free  choice.  Instead,  the  comments 
urged  that  adolescents  not  be  allowed  to 
choose  something  addictive  that  may 
damage  their  health  or  shorten  their 
lives. 

FDA  believes  that  adults  should 
continue  to  have  the  fireedom  to  choose 
whether  or  not  they  will  use  tobacco 
products.  However,  because  nicotine  is 
addictive,  the  choice  of  continuing  to 
smoke,  or  use  smokeless  tobacco,  may 
not  be  truly  voluntary.  Because 
abvmdant  evidence  shows  that  nicotine 
is  addictive  and  that  children  are  not 
equipped  to  make  a  mature  choice  about 
using  tobacco  products,  the  agency 
believes  children  imder  age  18  must  be 
protected  from  this  addictive  substance. 

(3)  Numerous  comments,  many  from 
adult  smokers,  expressed  the  fear  that 
FDA’s  true  goal  is  a  total  ban  of  all 
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tobacco  products.  Some  asserted  that 
the  1995  proposed  rule  is  a  prelude  to 
prohibition.  One  woman  wrote:  “The 
most  insidious  insight  into  this 
proposed  regulatory  act  is  the  Federal 
Government’s  thinly  veiled  motive  of 
the  eventual  prohibition  of  tobacco  scdes 
in  the  United  States  to  appease  a  small 
minority  of  fanatical  anti-smoking 
'zealots.” 

FDA  strongly  disagrees  with  these 
comments  and  reiterates  that  it  has  no 
intention  of  banning  cigarettes  and 
smokeless  tobacco.  FDA  is  aware  that  at 
least  one  tobacco  manufacturer,  in 
letters  sent  to  its  customers  encouraging 
them  to  submit  comments  opposing  the 
rule,  claimed  that  the  “real  agenda  is 
Backdoor  Prohibition  of  all  tobacco 
products.”  These  £illegations  are 
baseless  and  ignore  statements  made  by 
the  President  and  FDA  to  the  contrary. 
For  example,  when  the  President 
annovmced  the  proposed  FDA 
regulations  on  August  10, 1995,  one 
reporter  asked  whether  an  outright  ban 
would  be  more  logical  than  a 
“regulatory  partial  step.”  The  President 
replied: 

I  think  it  would  be  wrong  to  ban  cigarettes 
outright  because,  number  one,  it's  not  illegal 
for  adults  to  use  them  *  *  *  tens  of  millions 
of  adults  do  use  them.  And  I  think  it  would 
be  as  inei^Bctive  as  prohibition  was.  But  I  do 
think  to  focus  on  our  children  is  the  right 
thing  to  do. 

(Transcript,  “Press  Conference  by  the 
President,”  dated  August  10, 1995) 

The  preamble  to  the  1995  proposed  rule 
expressed  a  similar  view  that  removing 
cigarettes  and  smokeless  tobacco  from 
the  market  would  not  be  in  the  best 
interest  of  public  health  (60  FR  41314  at 
41348  and  41349). 

Rather  than  instituting  prohibition, 
the  agency’s  rule  will  m^bit  the  spread 
of  smoking  behavior  from  one 
generation  to  the  next.  As  a  result,  fewer 
and  fewer  adolescents  will  become 
addicted  to  nicotine-containing 
products.  As  current  smokers  either  quit 
or  die,  the  total  niunber  of  smokers  will 
gradually  decline  as  they  are  replaced 
by  fewer  and  fewer  new  smokers.  The 
agency  wants  to  reassure  those  who  fear 
that  FDA  is  taking  the  first  steps  that 
would  lead  inexorably  to  a  ban  on  the 
^  sale  of  these  products  to  those  18  and 
over  that  FDA  Mali  not  ban  these 
products  for  adults.  Thus,  any  claim 
that  the  rule  is  a  prelude  to  or  would 
lead  to  prohibition  is  totally  Mdthout 
merit. 

(4)  FDA  received  many  comments 
from  politicians,  industry 
representatives,  and  private  citizens 
who  argued  that  the  agency  does  not 
need  to  regulate  tobacco  because  the 


product  is  already  highly  regulated. 

Many  comments  observed  that  all  50 
States  have  passed  their  own  laws 
prohibiting  the  sale  of  tobacco  products 
to  minors  yoimger  than  18.  Comments 
on  existing  State  enforcement  programs 
primarily  came  from  those  opposed  to 
FDA’s  proposed  regulation,  including 
legislators  from  more  than  a  dozen 
States.  These  comments  claimed  that 
this  should  remain  a  State  matter,  that 
State  laws  are  either  sufficient  or 
superior  to  the  1995  proposed  rule,  that 
State  officials,  unlike  FDA,  are 
responsive  to  the  concerns  of  State 
citizens,  and  that  States  and  private 
groups  are  more  responsible  and 
effective  than  a  Federal  agency. 
Comments  like  this  were  common: 
“Many  states  have  strict  restrictions  on 
tobacco  sales  to  minors  already  and  in 
my  State  (Maryland)  these  regulations 
are  being  enforced  Mdth  great  success.” 

Many  supporters  of  the  1995 
proposed  rule,  however,  pointed  out 
that  State  rules  generally  have  failed  to 
stop  minors  from  purchasing  tobacco 
products.  One  inffividual  wrote:  “I 
currently  live  in  a  State  where  there  is 
absolutely  no  enforcement  of  the  laws 
banning  sales  pf  tobacco  to  minors,”  and 
numerous  other  comments  referred  to 
specific  instances  in  which  they  said 
State  laws  were  not  observed.  A  joint 
letter  sent  by  attorney  generals  from  25 
States,  as  well  as  Guam  and  Puerto  Rico, 
welcomed  the  1995  proposed  rule, 
saying: 

Althoiigh  every  State  bans  the  sale  of 
tobacco  to  minors,  studies  show  that  children 
have  easy  access  to  tobacco.  *  *  *  We 
believe  the  proposed  rule,  which  emphasizes 
reducing  access  and  limiting  the  appeal  of 
tobacco  products  to  children,  should  be  a 
ahcial  component  of  a  national  effort  by 
Federal,  State  and  local  officials  to  help  our 
youngest  generation  of  Americans  avoid 
suffering  preventable  disease  and  premahue 
death  from  the  use  of  tobacco  products. 

Many  comments  stated  that  the 
tobacco  industry  has  in  place  guidelines 
to  prevent  the  sale  of  tobacco  products 
to  minors.  Said  one  comment:  “I  fail  to 
see  why  the  government  is  so  quick  to 
dismiss  voltmtai^  action  on  the  part  of 
the  industry.”  Offier  comments 
recommended  that  voluntary  education 
programs  aimed  at  retailers,  or,  more 
specifically,  at  retail  sales  clerks,  would 
be  sufficient.  These  educational 
programs  would  either  be  based  on 
voluntary  efforts  by  the  etffected 
industries  or  in-house,  employee 
training  programs. 

Supporters  of  the  rule,  however, 
expressed  widespread  distrust  of  the 
industry  and  of  its  promise  to  use 
volrmtary  programs  to  prevent  minors 


from  smoking.  One  woman  vsrrote: 

“Thirty  years  of  experience  in 
compromising  Mdth  the  tobacco  industry 
has  proven  that  the  industry  can  not  be 
trusted.  After  the  release  of  the  Surgeon 
General’s  report  in  1964,  the  tobacco 
industry  promised  to  abide  by  a 
volunts^  advertising  code,  but  the  code 
was  quiddy  ignored  after  the  threat  of 
government  regulation  had  passed.” 
Another  comment  said:  “When  tobacco 
companies  fear  government  regulation, 
they  often  adopt  voluntarily  the 
restrictions  the  government  is 
considering.  However,  there  is  no 
penalty  for  violating  a  volimtary 
guideline.  The  tobacco  industry  has  a 
track  record  that  speaks  for  itself.  Please 
don’t  play  the  tobacco  industry’s  game!” 

The  agency  believes  that  the 
comments  opposing  the  rule  on  the 
basis  that  the  States  already  have 
restrictions  have  misinterpreted  its 
scope  and  application.  FDA,  under  the 
act,  regulates  hiunan  and  animal  drug 
products,  certain  foods,  and  devices  that 
are,  or  have  been  in  interstate 
commerce.  The  fact  that  these  products 
move  across  State  lines  makes  their 
regulation  a  Federal  matter. 

Other  statutes  and  regulations  provide 
further  evidence  that  tobacco  regulation 
is  not  reserved  to  States.  The  Federal 
Qgarette  Labeling  and  Advertising  Act 
(15  U.S.C.  1331  et  seq.)  (Qgarette  Act) 
and  the  Comprehensive  &nokeless 
Tobacco  Health  Education  Act  (15 
U.S.C.  4401  et  seq.)  (Smokeless  Act), 
among  other  things,  place  federally- 
required  statements  and  warnings  on 
cigarettes  and  smokeless  tobacco  and 
require  manufacturers  to  submit  reports 
to  the  Federal  Government.  These 
products  are  also  subject  to  Federal 
taxes  (see,  e.g.,  26  U.S.C.  5701)  and 
Federal,  rather  than  State,  laws  and 
regulations  intended  to  guard  against 
contraband  cigarettes  (see  18  U.S.C. 

2341  et  seq.;  27  CFR  part  296,  subpart 
F).  Thus,  tobacco  regulation  is  clearly 
both  a  Federal  and  State  matter. 

FDA  also  disagrees  Mdth  those 
comments  suggesting  that  States  and 
private  groups  may  be  more  responsible 
or  efficient  than  FDA  or  that  FDA  may 
not  be  as  responsive  to  citizens’ 
concerns..  Federal  regulation  of  these 
products  has  several  significant 
advantages  over  State  or  private  group 
oversight  alone;  for  example,  the  rule 
establishes  minimum,  national 
standards  for  the  sale  and  distribution  of 
these  products  whereas  State  or  private 
group  efforts  may  be  limited  to  a 
specific  locality  or  to  group  members. 
FDA’s  regulations  also  create 
enforceable  obligations  whereas  private 
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group  efforts,  voluntary  codes,  and 
industry  policies  do  not. 

FDA  notes  that  this  regulation  does 
not  necessarily  preclude  States  from 
enforcing  their  own  laws.  In  fact,  under 
section  1926  of  the  Public  Health 
Service  Act  (the  PHS  Act)  (42  U.S.C 
300X-26),  States  are  expected  to  enact 
and  to  enforce  laws  to  prohibit  any 
manufactxirer,  retailer,  or  distributor  of 
tobacco  products  from  selling  or 
distributing  such  products  to  any 
individual  imder  age  18. 

Moreover,  States  may  choose  to 
regulate  areas  that  are  not  addressed  in 
this  rule  and  not  authorized  by  the  act, 
such  as  requiring  licenses  for  retailers. 
FDA  agrees  with  the  comments  from 
State  attorneys  general  that  efiective 
regulation  of  cigarettes  and  smokeless 
tobacco,  in  order  to  protect  children  and 
adolescents,  will  involve  cooperation 
and  joint  efforts  by  Federal  and  State 
officials  and  FDA’s  rule  will  enhance, 
rather  than  hinder.  State  tobacco  control 
efforts. 

Moreover,  States  are  not  precluded 
from  taking  action  in  areas  that  are 
addressed  in  this  rule.  Although  some  of 
these  requirements  may  be  preempted, 
the  State  may  petition  the  agency  for  an 
exemption  from  the  act’s  preemptive 
effect  vmder  section  521(b)  of  the  act  (21 
U.S.C.  360k(b)).  A  more  detailed 
discussion  of  preemption  can  be  found 
in  section  X.  of  this  dociunent. 

Finally,  regarding  the  comments 
questioning  FDA’s  response  to  State  or 
citizen  concerns,  mechanisms  do  exist 
for  States  and  individual  citizens  to  seek 
regulatory  action  or  changes  by  FDA. 
FDA  regulations  permit  any  person  to 
p>etition  the  agency  to  request  an  action 
(such  as  issuance,  amenc^ent,  or 
revocation  of  a  rule),  to  reconsider  an 
action,  or  to  stay  an  administrative 
action  (see  §§  10.30, 10.33,  and  10.35 
(21  qil  10.30, 10.33,  and  10.35)).  Less 
formal  mechanisms  for  commiinicating 
with  FDA,  such  as  letters  or  meetings, 
exist  as  well. 

(5)  Many  comments  opposing  this 
rule  argu^  that  the  tobacco  industry 
already  is  intensely  regulated,  and  ffiat 
more  regulation  is  imneeded  and 
unjustified.  One  person  wrote:  “As  you 
know  the  tobacco  industry  is  already 
one  of  the  most  heavily  regulated 
indiistries  in  the  Unit^  States.  Current 
laws  would  accomplish  the  stated 
objective  of  the  proposed  FDA 
regulations.’’  Others  disagreed:  “I 
believe  that  the  tobacco  industry  has  a 
long,  sorry,  and  C3mical  record  *  *  *.It 
is  an  industry  that  greatly  deserves  to  be 
regulated  further.’’ 


While  it  is  true  that  production  of 
tobacco  products  is  related,  and  the 
industry  is  heavily  tar^,  virtually  none 
of  these  measures  is  aimed  at  the 
product’s  impact  on  the  health  of  the 
individuals  using  them  or  on  public 
health.  FDA  regulation  of  tobacco 
products  is  intended  to  have  a 
completely  different  effect  than  any  of 
the  ]^es  that  currently  applies  to  ffie 
tobacco  industry.  The  agency’s 
regulatory  effort  will  attempt  to  reduce 
the  number  of  young  people  who  smoke 
or  use  tobacco  products,  consistent  with 
FDA’s  mission  to  protect  public  health 
by  existing  laws. 

(6)  Many  comments  objected  to  the 
1995  proposed  rule,  stating  that 
cigarettes  and  smokeless  t^acco  are 
legal  products  and  shovild  be  treated 
like  any  other  legal  consumer  product. 

FDA  believes  that  the  comments 
misunderstand  the  regulatory  basis  for 
the  rulemaking.  FDA  has  determined 
that  these  products  contain  both  a  drug 
and  device  component  as  defined  in 
section  201(g)  and  (h)  of  the  act  (21 
U.S.C  321(g)  and  (h)),  respectively, 
because  the  products,  and  the  nicotine 
in  the  products,  are  intended  to  affset 
the  structure  and  functioaof  the  body. 
The  agency  has  further  determined  t^t 
these  products  should  be  regulated  as 
devices.  Thus,  the  issue  is  not  merely 
whether  the  products  themselves  have 
been  legally  marketed,  but  how  they 
may  be  most  appropriately  regulated  to 
protect  the  public  health,  given  their 
status  under  the  act  and  potential  to  do 
harm. 

(7)  Some  comments  suggested  that  if 
the  Government  begins  regulating 
tobacco,  it  will  sooitregulate  many 
other  consumer  products  that  are  now> 
legal,  but  judged  to  be  harmful  to  health, 
including  alcohol  and  caffeine,  lliey 
expressed  fear  that,  once  FDA  begins  to 
rebate  one  consumer  product,  it  will 
be  obligated  to  regulate  others.  Said  one 
man:  “'The  FDA  thinks  it  is  being  sly  by 
defining  cigarettes  as  ’nicotine  delivery 
devices.’  A  shot  glass  must  then  be 
described  as  a  device  for  alcohol 
consumption.  A  coffee  mug  must  be  a 
device  for  caffeine  consumption.  Will 
the  FDA  be  regulating  my  morning 
coffee  by  restricting  ffie  size  of  my 
cup?’’  Some  supporters  of  the  proposed 
rule  said  that  FDA  should  regulate  some 
of  the  other  consumer  products 
associated  with  medical  disorders. 
Wrote  one:  “Bud  frogs  are  no  different 
than  Joe  Camel.’’ 

FDA  strongly  dis^rees  with  these 
comments  and  believes  that  the 
concerns  they  express  are  misplaced.  In 
no  way  does  the  i^ency’s  regulation  of 


cigarettes  and  smokeless  tobacco  as 
nicotine  delivery  devices  justify  or 
require  the  regulation  of  coffee  cups  and 
shot  glasses. 

First,  the  agency  notes  that  currently 
it  regulates  both  c^eine  and  alcohol 
vmder  the  authority  of  the  act.  Caffeine 
naturally  occurs  in  coffee,  tea,  and  other 
foods.  It  is  also  used  as  an  ingredient  in 
soft  drinks.  The  act  defines  “food”  as 
“articles  used  for  food  or  drink  for  man 
or  other  animals”  (section  201(f)(1)  of 
llie  act  (21  U.S.C.  321(f)(1))).  When 
caffeine  naturally  occurs  in  products 
that  are  foods,  such  as  coffee,  or  when 
caffeine  is  used  in  soft  drink  products 
in  accordance  with  section  402  of  the 
act  (21  U.S.C.  342),  the  product  is  a 
“ftx^”  under  section  201(f)(1)  of  the  act 
and  thus  explicitly  excepted  ^m  the 
definition  of  “drug”  in  section 
201(g)(1)(C)  (21  U.S.C.  321(g)(1)(C)). 
Caffeine  used  in  soft  drinks  in 
accordance  with  section  402  of  the  act 
is  appropriately  regulated  as  a  food 
vmder  201(ff(l)  of  ffie  act.  Caffeine  is 
also  used  as  an  active  ingredient  in 
several  products  regulat^  as  drugs  by 
the  agency,  including  over-the^vmter 
stimulants,  internal  analgesics  and 
menstrual  discomfort  relief  products. 

Likewise,  alcohol  is  used  as  an 
ingredient  in  products  regulated  as 
drugs  vmder  the  act,  including  over-the- 
covmter  cough  and  cold  preparations. 
There  is  no  evidence  to  suggest  that  the 
agency’s  current  regulation  of  these 
substances  is  inappropriate  or 
inadequate  to  protect  the  public  health. 
Therefore,  there  is  no  factual  or 
scientific  basis  for  the  agency  to  change 
the  manner  in  which  these  substances 
are  now  being  regulated. 

FDA’s  attention  was  drawn  to  tobacco 
rather  than  caffeine  and  alcohol  because 
of  certain  fvmdamental  differences 
among  the  substances.  Nicotine  is  a 
highly  addictive  drug.  As  discussed  in 
section  LB.  of  this  document,  studies 
estimate  that  as  many  as  92  percent  of 
all  smokers  are  addicted  to  the  nicotine 
in  cigarettes.  There  is  no  evidence  that 
either  caffeine  or  alcohol  pose  this  kind 
of  health  problem.  Moreover,  cigarettes 
and  smokeless  tobacco  are  dangerous 
products  that  are  associated  with  Ivmg 
cancer,  heart  disease,  and  many  other 
serious  illnesses  and  conditions. 

Yet  these  factors  only  served  to  draw 
FDA’s  attention  to  the  tobacco  problem. 
What  ultimately  separates  caffeine  and 
alcohol  from  nicotine  and  tobacco 
products  is  that  caffeine  and  alcohol  are 
currently  being  appropriately  regulated 
as  foods  or  drugs  based  on  their 
intended  use.  Nicotine  and  tobacco 
products,  on  the  other  hand,  are  drugs 
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and  medical  devices,  respectively,  that, 
in  large  measiire,  are  not  being 
appropriately  regulated.  FDA  is  moving 
to  correct  this  situation,  and  the  public 
health  will  undoubtedly  benefit  as  a 
result. 

(8)  Several  comments  argued  that  it  is 
the  responsibility  of  parents  and 
teachers,  not  thaFederal  government,  to 
educate  yoimg  people  about  cigarette 
and  smokeless  tobacco  use.  Some 
comments  feared  that  FDA’s  effort  to 
reduce  the  use  of  nicotine-containing 
cigarettes  and  smokeless  tobacco  by 
youth  might  interfere  with  the 
relationship  between  parents  and  their 
children.  Many  comments  voiced  the 
argument  that  this  rule  is  a  sign  of  big 
Government  getting  in  the  way  of 
parents  educating  dieir  childinn.  One 
comment  stated,  “This  is  obviously  a 
case  of  misplaced  priorities  *  *  *.  The 
battle  will  really  be  won  on  the  home 
finnt.  Parental  guidance  will  go  a  long 
way  in  cvirbing  underage  smoking.” 

Other  parents,  however,  were  grateful 
for  any  assistance  they  could  get  to  help 
protect  their  children  from  nicotine 
addiction.  One  person  said:  “The 
parents  cannot  do  it  all  alone.” 
Furthermore,  most  parents  who 
submitted  conunents  stated  that  a  strong 
national  approach  to  reducing  these 
products’  accessibility  and  appeal 
would  reinforce  messages  that  their 
children  get  at  home.  One  comment 
stated,  “While  I  am  in  no  way  an 
advocate  of  government  in  my  life,  this 
to  me  is  a  totally  different  circiunstance 
*  *  *  children  should  not  be  expected 
to  make  these  choices.”  One  conunent 
fium  a  middle  school  student  said, 
“Giving  school  age  children  the 
opportunity  to  purchase  things  that  will 
endanger  them  is  inexcusable.” 

The  agency  recognizes  the  imique  role 
that  parents  and  teachers  have  in 
educating  young  people  and  has  no 
intention  of  intervening  in  that 
relationship.  Rather,  FDA  expects  the 
rule  to  complement  parental  and 
educational  efforts  by  reducing  the 
availabiUty  and  appeal  of  tobacco 
products.  The  preamble  to  the  1995 
proposed  rule  contained  ample 
evidence  as  to  how  these  products  are 
easily  accessible  to  and  appeal  to  young 
people  and*  how  a  comprehensive 
approach,  aimed  at  reducing  both  access 
and  appeal,  will  be  more  effective  than 
an  educational  approach  alone. 
Educating  young  people  about  health 
risks  may  deter  some  young  people  firom 
trying  cigarettes  and  smokeless  tobacco, 
but  educating  them  and  simultaneously 
reducing  their  ability  to  acquire  the 
products,  as  well  as  reducing  the  appeal 


of  the  products  themselves,  will  prevent 
more  yoimg  people  fi-om  using  the 
products. 

FDA  also  empheisizes  that  cigarettes 
and  smokeless  tobacco  are  combination 
drug-device  products  that  are  subject  to 
regulation  under  the  act.  Consequently, 
the  rule  properly  addresses  issues 
relating  to  the  sale,  distribution,  and  use 
of  these  products  by  children  and 
adolescents.  The  rude  does  not  adversely 
affect  a  parent’s  or  teacher’s  ability  to 
discuss  cigarette  and  smokeless  tobacco 
use  with  young  people. 

(9)  Comments  suggested  that,  for 
some,  illegal  drugs  emd  crime  evoke 
stronger  emotions  than  tobacco  use. 
Many  comments  stated  that  the 
Government,  although  not  FDA 
specifically,  should  spend  more  of  its 
resources  on  fighting  crime  instead  of 
trying  to  regulate  a  legal  product  such 
as  tobacco.  One  of  the  form  letters  stated 
it  this  way:  “Federal  dollars  would  be 
much  better  spent  addressing  inner-city 
violence,  illegal  drug  sales,  and  this 
coimtry’s  deteriorating  education 
system.” 

FDA’s  authority  is  defined  by  the  act. 
FDA  lacks  the  authority  to  help  with 
other  social  ills  such  as  crime  and  illicit 
drug  sales. 

(10)  One  comment  urged  FDA  to 
institute  policies  that  would  facilitate 
“whistleblowing.”  The  comment  said 
that  FDA  should  encourage  tobacco 
company  employees  to  disclose 
allegedly  illegal  or  dishonest  practices. 

Any  person,  regardless  of  the  industry 
that  employs  that  person,  can  provide 
records  and  information  to  FDA  for  law 
enforcement  purposes  with  the 
assurance  that  his  or  her  identity,  and 
the  information  and  records  that  he  or 
she  provides,  will  not  be  pubUcly 
disclosed.  Current  Federal  statutes  and 
FDA  regulations  already  protect  records 
or  information  compiled  for  law 
enforcement  purposes  from  public 
disclosure.  For  example,  the  Freedom  of 
Information  Act  exempts  law 
enforcement  records  and  information 
from  public  disclosure.  FDA’s 
regulations  governing  p  ibUc  disclosure 
elaborate  on  this  exemption,  stating, 
among  other  things,  that  the  agency  may 
withhold  from  public  disclosure  records 
or  information  compiled  for  law 
enforcement  purposes  to  the  extent  that 
disclosure  of  such  records  or 
information  could  reasonably  be 
expected  to  disclose  the  identity  of  a 
confidential  source  and  information 
furnished  by  a  confidential  source  in  the 
case  of  a  record  compiled  by  FDA  or  any 
other  criminal  law  enforcement 


authority  in  the  course  of  a  criminal 
investigation  (§  20.64  (21  CFR  20.64(a))). 

B.  Smoking  Prevalence  Rates  Among 
Minois 

The  agency  received  some  comments 
stressing  the  importance  of  accurately 
measuring  youth  consumption  of 
tobacco  products,  reiterating  the 
problem  of  growing  use  among  young 
people,  and  stressing  the  need  to  curb 
such  growth  to  improve  health  and  to 
reduce  the  tremendous  health  care  costs 
attributable  to  tobacco-related  illnesses. 
However,  several  disputed  the  statistics 
FDA  cited  on  the  number  of  youth 
smokers  and  challenged  the  data 
sources  used.  These  comments  are 
discussed  below. 

(11)  One  comment  objected  to  FDA’s 
description  of  smoking  as  a  “pediatric 
problem,”  arguing  that  “TAPS  n 
[Teenage  Attitude  and  Practice  Survey 
n]  demonstrates  that  smoking  in  any 
meaningful  sense  is  a  phenomenon  that 
occius  in  the  later  teenage  years,  not  in 
the  pre-teen  or  early  teen  years.”  It 
further  charged  that  the  agency’s  use  of 
the  term  “pediatric”  is  intended  to  serve 
“emotive  and/or  pohtical  purposes,  not 
to  describe  the  problem  of  underage 
smoking  in  scientific  or  medical  terms.” 

A  comment  from  a  public  health 
association,  however,  cited  the  TAPS  n 
survey  as  showing  that  “the  average 
teen  smoker  initiates  smoking  at  age  13, 
and  becomes  a  regular  smoker  by  age 
14.5.”  It  also  referred  to  the  Center  for 
Disease  Control  emd  Prevention  (CDC’s) 
1992  Youth  Risk  Behavior  Survey, 
which  showed  “similar  patterns  of  early 
initiation  rates,  with  smoking  initiation 
rates  rising  rapidly  between  10  and  14 
years  of  age.” 

The  agency  maintains  its  position  that 
smoking  is  a  pediatric  disease.  It  agrees 
with  the  comment  citing  TAPS  II  and 
Youth  Risk  Behavior  Survey  data 
showing  that  the  average  teen  smoker 
begins  smoking  in  the  early  teens  or 
even  preteens,  rather  than  later  years. 

Furthermore,  the  American  Academy 
of  Pediatrics’  Council  on  Child  and 
Adolescent  Health  states  that  the 
purview  of  pediatrics  includes  the 
physical  and  psychosocial  growth, 
development,  and  health  of  the 
individual  beginning  before  birth 
through  early  adulthood,  and  that  “[t]he 
responsibiUty  of  pediatrics  may 
therefore  begin  with  the  fetus  and 
continue  through  21  years  of  age.”  This 
definition  of  pediatrics  obviously 
includes  the  age  group  FDA  has  targeted 
to  reduce  smoking. 

(12)  One  comment  from  the  tobacco 
industry  charged  that  FDA’s  assertion 
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that  smoking  has  increased  among  8th> 
and  lOth-grade  students  ignored  CDC’s 
TAPS  n  data  showing  that  the  incidence 
of  underage  smoking  declined  between 
1989  and  1993.  TAPS  n,  the  comment 
maintained,  showed  that  *‘[a]lthough 
total  smoking  in  the  interview  sample 
[1993]  has  increased  as  minors  have 
aged  since  1989,  comparing  the  results 
for  minors  of  a  given  age  indicates  that 
the  incidence  of  underage  smoking 
declined  between  the  two  surveys"  and 
that  “between  the  two  surveys  Irath 
daily  smoking  and  any  smol^g  in  the 
past  30  days  declined  among  minors." 

The  introduction  to  TAPS  n  stated 
that  its  prevalence  findings  were 
comparable  to  or  lower  than  those  of 
other  national  surveys.  It  explained  that 
the  survey  method  used  in  TAPS  n, 
computer-assisted  telephone  interviews, 
had  several  limitations  that  may  have 
led  to  the  lower  estimates.  For  example, 
yoimg  people  may  be  fearful  of 
disclosing  smold^  behavior  if  a  parent 
is  present  in  the  room  during  the 
telephone  interview.  Further,  telephone 
interviews  do  not  afford  the  same 
opportunity  for  building  a  rapport 
between  the  interviewer  and  the 
respondent  as  do  in-person  interviews. 
As  a  result,  young  people  being 
interviewed  in  tk^  manner  may  be  less 
likely  to  disclose  their  real  smoking 
behavior.  For  these  reasons,  the 
introduction  stated,  “prevalence 
estimates  from  TAPS  II  may  be  lower 
than  they  would  have  been  had  the 
entire  TAPS  I  cohort  been  successfully 
reinterviewed  and  therefore,  should  be 
interpreted  with  caution." 

(13)  One  comment  challenged  FDA’s 
claim  that  3,000  young  people  become 
new  smokers  every  day.  The  comment 
maintained  that  “the  study  fit>m  which 
the  ‘3,000  per  day’  number  was  derived 
did  not  refer  to  children  at  all,"  but  to 
smokers  "aged  20  years  old"  (Pierce  et 
al.,  1989)  (emphasis  from  original).  ^ 

The  agency  agrees  that  the  study 
surveyed  individuals  who  were  20- 
years-old,  although  the  agency  referred 
to  these  individui^  in  essentially  the 
same  terms  used  by  the  authors  of  the 
study — ^“yoimg  persons." 

Any  potential  confusion  is  mitigated 
by  the  feet  that  subsequent  surveys 
indicate  that  the  vast  majority  of  20- 
year-olds  begin  smoking  at  a  yoimger 
age.  For  example,  according  to  the 


**'*1993  Teenage  Attitudes  and  Practices  Survey, 
Public  Use  DetaTape,”  CDC,  OSH,  p.  3, 1993 
(unpublished  data). 

*•  Pierce,  J.  P.,  M.  C  Fiore,  T.  E.  Novotny,  E.  J. 
Hatziandreu,  and  R.  M.  Davis,  “Trends  in  Cigarette 
Smoking  in  United  States:  Projections  to  the  Year 
2000,”  JAMA,  vol.  261,  pp.  61-65,  )anuary  6, 1989. 


Combined  National  Health  Interview 
Surveys  for  1987  to  1988, 92  percent  of 
20-year-old  smokers  started  smoking  by 
age  18.  Taking  into  account  the 
comment  and  these  data,  the  agency 
believes  that  it  is  accurate  to  state  that 
approximately  3,000  young  people 
be^  to  smolm  each  ^y,  regardless  of 
whether  young  people  is  defined  as 
imder  18,  or  20  years  and  under, 
although  the  agency  would  note  that  of 
the  3,000  young  people  who  begin 
smoking  each  day,  2,722  are  under  age 
18. 

C.  Scope 

Proposed  §  897.1(a)  would  have  stated 
that  “[t]his  part  is  intended  to  establish 
the  conditions  under  which  cigarettes 
and  smokeless  tobacco  products  that 
contain  or  deliver  nicotine,  because  of 
their  potential  for  harmful  effect,  shall 
be  sold,  distributed,  oriised  imder  the 
restricted  devices  provisions  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act” 
Proposed  §  897.1(b)  would  have  stated 
that  “(rleferences  in  this  part  to 
regulatory  sections  to  the  Code  of 
F^eral  Regulations  are  to  chapter  I  of 
Title  21,  u^ess  otherwise  noted.”  The 
final  rule  is  being  amended  to  explicitly 
state  that  failure  to  comply  with  any 
applicable  provision  would  render  the 
pr^uct  misbranded. 

The  preamble  to  the  1995  proposed 
rule  stated  that  “[t]he  proposed  rule 
would  not  apply  to  pipe  tobacco  or  to 
cigars  because  &e  agency  does  not 
currently  have  sufficient  evidence  that 
these  products  are  drug  delivery  devices 
under  the  act"  (60  FR  41314  at  41322). 
The  preamble  stated  that  “FDA  has 
focused  its  investigation  of  its  authority 
over  tobacco  products  on  cigarettes  and 
smokeless  tobacco  products,  and  not  on 
pipe  tobacco  or  cigars,  because  young 
people  predominantly  use  dgarettOs  and 
smokeless  tobacco  products"  {Id.). 

(14)  A  comment  opposing  this 
provision  stated  that  FDA  does  not  have 
authority  to  regulate  cigarettes  under  the 
restricted  device  (or  any  other) 
provision  of  the  act. 

The  agency  disagrees.  A  full 
discussion  of  the  agency’s  authority  can 
be  found  in  section  11.  of  this  document. 

(15)  Several  comments  supported  the 
provision.  Some  comments 
recommended  that  the  scope  of  the  rule 
should  also  apply  to  adult  smokers.  One 
comment  stated  that: 

(lit  is  evident  from  the  FDCA  (the  Federal 
Food,  Drug,  and  Cosmetic  Act]  that  the  FDA 
has  clear  and  imambiguous  authority  to 
regulate  and  restrict  the  sale  of  the  subject 
products  not  only  to  minors  but  also  to 
adults,  who  suffer  equally  fre^m  the  mortality 


and  morbidity  effects  of  the  toxic 
components  of  cigarette  smoke  and  tobacco. 

As  discussed  in  section  LB.  of  this 
document,  the  agency  believes  that,  on 
balance,  it  is  better  for  cigarettes  and 
smokeless  tobacco  to  remain  available 
for  use  by  adults. 

(16)  Several  comments  urged  that  the 
scope  should  be  expanded  to  include  all 
nicotine  containing  products,  including 
cigars  and  pipes.  Another  comment 
expressed  concern  that  the  sale  and  use 
of  big  cigars  and  pipe  tobacco  by  youth 
may  be  increasing,  and  therefore 
recommended  that  FDA  expand  the 
scope  “to  include  all  presently  marketed 
nicotine  delivery  devices,”  or  to 
“include  regvilar  monitoring  of  youth’s 
use  of  these  products,  and  ^ovdd  thqt 
use  increase,  provide  a  means  to  extend 
the  FDA’s  rulings  to  include  those 
products." 

Another  comment  stated  that  since 
“federal  regulations  often  take  seven  to 
ten  years  to  enact  and  enforce,  it  is 
essential  that  the  regulation  be  written 
pro-actively  to  adequately  address  the 
problem  at  the  outset."  Tlie  comment 
stated  that  “[i]t  is  therefore,  important  to 
write  regulations  to  protect  the  public 
from  all  ‘nicotine  dehvery  devices’  that 
in  the  future,  might  be  placed  in 
something  other  than  tobacco"  because 
“(ajny  pr^uct  containing  the  addictive 
substance  of  nicotine  has  a  future 
market  because  of  its  addictive  nature." 

Finally,  this  comment  asserted  that 
FDA  should  broaden  the  scope  of  the 
rule  to  include  all  products  that  deliver 
nicotine,  because  the  comment  stated 
that  smoking  mothers  are  at  greatest  risk 
for  reproductive  hazards,  su^  as  low 
birth  weight  babies.  The  comment  stated 
that  “(clonsidering  that  over  50%  of 
births  are  implanned,  and  that  people 
believe  they  can  always  quit  smoking,  it 
is  too  late  to  avoid  damage  by  smoking 
mothers  by  the  time  they  realize  they 
are  pregnant." 

llie  preamble  to  the  1995  proposed 
rule  stated  that  "[t]he  proposed  rule 
would  not  apply  to  pipe  tobacco  or  to 
cigars  because  &e  agency  does  not 
currently  have  sufficient  evidence  that 
these  products  are  drug  delivery  devices 
under  the  act”  (60  FR  41314  at  41322). 
The  preamble  stated  that  “FDA  has 
focused  its  investigation  of  its'  authority 
over  tobacco  products  on  cigarettes  and 
smokeless  to^cco,  and  not  on  pipe 
tobacco  or  cigars,  because  young  people 
predominantly  use  cdgeirettes  and 
smokeless  tobacco  pr^ucts"  (60  FR 
41314  at  41322). 

The  agency  advises  that,  at  this  time, 
there  is  insufficient  evidence  of  cigar  or 
pipe  tobacco  use  by  children  and 
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adolescents  to  support  the  inclusion  of 
cigar,  pipe  tobacco,  or  “all  presently 
marketed  nicotine  delivery  devices” 
within  the  scope  of  the  final  rule 
(section  III.E.  of  this  document). 

In  response  to  the  comment  stating 
that  the  agency  should  monitor  yout]^’ 
iise  of  pn^ucts  such  as  cigars  or  pipe 
tobacco,  and  that  the  agency  should 
provide  a  means  to  "extend  FDA’s 
rulings  to  include  these  products,”  the 
agency  advises  that,  as  stated  in  the 
1995  proposed  rule,  the  objective  of  the 
final  rule  is  to  meet  the  go^  of  the 
report  “Healthy  People  2000,”  by 
reducing  roughly  by  half  children’s  and 
adolescents’  use  of  tobacco  products. 

The  agency  is  not  asserting  jurisdiction 
over  pipes  and  cigars  at  this  time 
because  it  does  not  have  sufficient 
evidence  that  these  products  satisfy  the 
definitions  of  drug  and  device  in  the  act. 
However,  the  agency  will  consider  any 
additional  evidence  that  becomes 
available,  including  any  new  evidence 
that  these  products  meet  the  statutory 
definitions  as  well  as  evidence  that 
indicates  that  cigars  and  pipe  tobacco 
are  used  significantly  by  young  people. 

FDA  also  disagrees  with  the  comment 
claiming  that  Federal  regulations  take  7 
to  10  years  to  enact  and  enforce.  While 
it  may  be  true  that  rulemaking,  in 
gene^,  can  be  a  time-consuming  task, 
^e  agency  can  and  has  taken  prompt 
action  to  issue  rules  with  significant 
public  health  implications.  For 
example,  the  proposed  rule  for  this  final 
rule  appeared  in  the  Federal  Register  of 
August  11, 1995  (60  FR  41314).  (See 
also  56  FR  60366  et  al.,  November  27, 
1991,  and  58  FR  2066  et  al.,  January  6, 
1993  (15  months  to  issue  Nutrition 
Labeling  and  Education  Act 
regulations);  60  FR  5530,  January  27, 
1995,  and  60  FR  63372,  Di^ember  8, 
1995  (11  months  to  issue  regulations  to 
facilitate  commtmications  l^tween  FDA 
and  State  and  foreign  governments  in 
order  to  enhance  re^atory 
cooperation).)  If  it  is  necessary  to  amend 
this  regulation,  the  agency  will  also  be 
able  to  do  so  expeditiously. 

The  agency  agrees  with  the  comment 
stating  that  smoking  mothers  are  at  risk 
for  certain  reproductive  hazards.  FDA 
has  chosen  to  tailor  its  regulation  to 
address  only  children  and  adolescents. 
However,  other  agencies  within  the 
Department  of  Health  and  Human 
Services  (DHHS)  have  programs  that 
currently  address  tobacco  use  by 
persons  of  all  ages.. 

FDA,  on  its  own  initiative,  has  revised 
§  897.1  to  simplify  and  to  clarify  the 
scope  of  the  rule.  As  revised,  §  897.1(a) 
states  that  part  897  “sets  out  the 


restrictions  under  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (the  act)  on  the 
sale,  distribution,  and  use  of  cigarettes 
and  smokeless  tobacco  that  contain 
nicotine.”  This  sentence  is  comparable 
to  proposed  §  897.1(a),  but  more 
accurate  because  the  1995  proposed  rule 
only  referred  to  FDA’s  restricted  device 
authority.  FDA  has  also  added  a  new 
§  891.1(b)  stating  that  “[t]he  failure  to 
comply  with  any  applicable  provision 
in  this  part  in  the  ^e,  distribution,  and 
use  of  cigarettes  and  smokeless  tobacco 
renders  the  product  misbranded  under 
the  act.”  This  sentence  is  intended  to 
remind  parties  that  violations  of  a 
regulation  for  a  restricted  device  and 
other  actions  relating  to  the  sale  of  a 
device  may  cause  a  device  to  be 
“misbranded”  imder  the  act.  Proposed 
§  897.1(b),  which  would  have  stated  that 
regulatory  references  are  to  title  21  of 
the  Code  of  Federal  Regulations,  has 
been  renumbered  as  §  891.1(c)  in  the 
final  rule  and  has  not  been  changed. 

D.  Purpose  (§  897.2) 

Proposed  §  897.2(a)  would  have  stated 
that: 

[t]he  purpose  of  this  part  is  to  establish 
conditions  for  the  sale,  distribution,  and  use 
of  cigarettes  and  smokeless  tobacco  products 
in  Older  to:  *  *  *  (deduce  the  number  of 
people  under  18  years  of  age  who  become 
addicted  to  nicotine,  thus  avoiding  the  life- 
threatening  consequences  associated  with 
tobacco  use  and  to  provide  important 
information  regarding  the  use  of  these 
products  to  users  *  *  •. 

The  agency  has  modified  the  final  rule 
to  provide  information  regarding  the  use 
of  these  products  only  to  users;  it  has 
deleted  potential  users  because  the  final 
rule  no  longer  includes  an  education 
program  for  young  people.  Proposed 
§  897.2(b)  stated  tl^t  this  part  of  the 
provision  is  intended  to  “[pjrovide 
important  information  regarding  the  use 
of  these  products  to  users  and  potential 
users.”  The  agency’s  response^o  more 
specific  comments  follows. 

The  preamble  to  the  1995  proposed 
rule  stated  that  the  proposed  rule  would 
reduce  “the  appeal  of  and  access  to 
cigarettes  and  smokeless  tobacco 
products  by  persons  imder  18  year^  of 
age,”  but  “would  preserve  access  to 
cigarettes  and  smokeless  tobacco 
piquets  by  persons  18  years  of  age  and 
older”  (60  FR  41314  at  41322). 

This  rule  is  designed  to  complement 
the  regulations  (sometimes  referred  to  as 
“the  Synar  regulations”)  issued  by  the 
Substance  Abuse  and  Mental  Health 
Services  Administration  (SAMHSA)  (the 
SAMHSA  rule)  implementing  section 
1926  of  the  PHS  Act  regarding  the  sale 
and  distribution  of  tobacco  products  to 


individuals  under  the  age  of  18.  'The 
SAMHSA  rule  contains  standards  for 
determining  State  compliance  with 
section  1926  relating  to  the  enactment 
and  enforcement  of  State  laws 
prohibiting  the  sale  and  distribution  of 
tobacco  pri^ucts  to  individuals  under 
the  age  of  18.  Both  sets  of  regulations 
are  designed  to  help  address  the  serious 
public  health  problem  caused  by  yoimg 
people’s  use  of  nicotine-containing 
tobacco  products.  By  approaching  this 
pediatric  disease  firom  difierent 
perspectives,  these  regulations  together 
will  help  achieve  the  Administration’s 
goal  of  ^udng  the  number  of  young 
people  who  use  tobacco  products  by  50 
percent. 

(17)  One  comment  opposing  this 
provision  stated  that  “it  will  ^ve  little 
effect  on  tobacco  use  by  young  people, 
is  beyond  FDA’S  statutwy  au&ority,  is 
unjustified  as  a  matter  of  policy,  and 
would  violate  the  Constitution.” 

The  agency  believes  that  the  comment 
opposing  this  provision  misinterprets 
§  897.2.  This  particular  provision 
merely  states  the  purpose  of  the  entire 
rule  and  is  not  intended,  in  and  of  itself, 
to  impose  any  new  restrictions.  The 
agency  disagrees  that  the  entire  rule  will 
have  little  effect  on  tobacco  use  by 
young  people;  that  it  is  beyond  the 
agency’s  statutory  authority;  that  it  is 
unjustified  as  a  matter  of  policy;  and 
that  it  violates  the  Constitution.  Ail  of 
these  issues  are  discussed  in  detail 
elsewhere  in  this  document. 

(18)  Several  comments  supported  the 
provision,  stating  that  a  national  policy 
is  essential  because  State  laws  are 
ineffective  and  inconsistent. 

The  agency  agrees  with  these 
comments  and  advises  that  the  final  rule 
complements  the  existing  efforts  by 
States  to  enforce  restrictions  on  young 
people’s  access  to  cigarettes  and 
smokeless  tobacco.  As  stated  in  the 
comments,  all  States  currently  have 
laws  prohibiting  the  sale  of  tobacco 
products  to  minors.  Section  1926  of  the 
PHS  Act  creates  an  incentive  for  the 
States  to  reduce  the  unlawful  sales  of 
tobacco  products  to  young  people  by 
“requiring  States  to  have  in  effect  laws 
which  prohibit  the  sale  of  tobacco 
products  to  minors  as  a  condition  of 
receipt  of  substance  abuse  grants.”  This 
rule  would  only  preempt  individual 
State  requirements  that  are  different 
from  or  in  addition  to  these  regulations 
(see  section  521(a)  of  the  act  (21  U.S.C. 
360k(a))).  Thus,  a  State  restriction  on 
the  sale  of  cigarettes  and  smokeless 
tobacco  to  individuals  under  the  age  of 
18  will  continue  to  be  enforced  by  the 
State.  (See  preemption  discussion. 
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section  X.  of  this  document.)  While  the 
agency  e:q>ect8  the  State  laws  to  reduce 
smok^g  among  young  people,  those 
laws  mUike  FDA’s  rule,  only  reduce 
access  and  not  the  appeal  of  smoking  to 
young  people.  Thus,  die  agency  believes 
that  ^e  rule  will  help  States  a^eve 
their  goals  und«r  the  substance  abuse 
programs. 

(19)  Chie  comment  supporting  the 
provi^on  stated  that  although  ^e  focus 
of  the  rule  should  be  on  children,  “the 
needs  of  adult  smokers  should  not  be 
abandoned.”  Another  comment  stated 
that: 

Cigarettes  and  smokeless  tobacco  products 
are  nicotine  delivery  devices  and  th^ 
regularly  cause  addiction  in  their  users. 
Because  addiction  often  leads  to  soious 
illness  and  death,  it  is  important  to  reduce 
the  number  of  people  under  18  years  of  age 
who  become  addicted  to  nicotine.  Similarly, 
it  is  important  to  provide  accurate 
infimnation  about  the  use  of  these  products 
to  users  and  to  potential  users. 

The  agency  appreciates  the 
comment’s  suggestion,  but  advises  that, 
for  reasons  explained  in  section  I.B.  of 
this  document,  the  final  rule  focuses 
principally  on  children  and  adolescents. 

FDA,  on  its  own  initiative,  has  revised 
§  897.2  to  state  that  the  purpose  of  part 
89?  is  “to  establish  restrictions  on  the 
sale,  distribution,  and  use  of  cigarettes 
and  smokeless  tobacco  in  order  to 
reduce  the  number  of  children  and 
adolescents  who  use  these  products, 
and  to  reduce  the  life-threatening 
consequences  associated  with  tobacco 
use.”  FDA  believes  this  revision  is  a 
simpler  and  more  accurate  statement  of 
the  rule’s  purpose. 

E.  Definitions  (§897.3) 

Proposed  $  897.3  would  have 
contained  definitions  for  the  terms 
“cigarette,”  “cigarette  tobacco,” 
“distributor,”  “manufacturer,” 
“nicotine,”  "paclcage,”  “point  of  sale,” 
“retailer.”  and  “smolceless  tobacco.” 

The  agency  received  several  comments 
on  the  definition  section  of  the 
proposal,  regarding  either  the  specific 
defboitions  provide  or  requesting 
definitions  for  additional  ternfe.  In 
response  to  the  comments,  the  agency 
has  clarified  several  terms,  including 
“distributor”  and  “retailer,”  and  has 
modified  the  term  “cigarette”  to  exclude 
little  cigars. 

Proposed  §  897.3(a)(3)  would  have 
provided  a  definition  of  “cigarette” 
which  included  the  following  language, 
modeled  after  the  definition  of  “little 
dgar”  contained  in  the  Qgarette  act: 

(a)  Cigprette  means  *  *  * 

(3)  {a]ny  roll  of  tobacco  wrapped  in  leaf 
tobacco  or  any  substance  containing  tobacco 


*  *  *  and  as  to  which  1,000  units  weigh  not 
more  that  3  poimds. 

(20)  Several  comments  supported  the 
indudon  of  “little  dgars”  in  the 
definition  of  “dgarette”  and  suggested 
that  the  definition  be  broadened  to 
indude  other  tobacco  products  as  well. 
These  comments  argued  that  all  tobacco, 
including  “snuff,”  dewing  tobacco, 
dgars,  and  pipes,  shotild  Im  regulated  in 
the  same  manner  as  dgarettes,  as  these 
prodticts  are  also  nicotine  delivery 
systems.  These  comments  further  stated 
that  there  is  evidence  to  show  that  dgar 
smoking  is  becoming  increasingly 
popular  among  young  adults  and 
adolescents. 

In  contrast,  several  comments  from 
indiistry  indicated  that  little  dgars  are 
unique  products  which  should  not  be 
regulated  as  dgarettes.  One  comment 
stated  that  the  agency  has  no  studies  to 
support  the  indusion  of  little  cigars  in 
the  rule.  Moreover,  the  U.S.  Treasury 
Department’s  Bureau  of  Alcohol, 

Tobacco  and  Firearms  (BATF) 
submitted  a  comment  opposing  the 
inclusion  of  little  dgars  in  the 
“dgarette”  definition,  as  this  would 
require  little  dgars  to  be  labeled  and 
advertised  as  a  dgarette  under  the  FDA 
regulations,  but  taxed  and  labeled  as  a 
“dgar,”  under  the  Internal  Revenue 
regulations  enforced  by  BATF. 

The  agency  has  dedded,  based  upon 
the  comments  and  the  record  of  this 
proceeding,  not  to  indude  little  dgars 
in  the  defijdtion  of  “dgarettes”  for  the 
purposes  of  the  regulation.  The 
di&rences  between  little  dgars  and 
dgarettes  are  significant — the  products 
are  easily  distinguishable,  tax^  at 
diffsrent  levels,  and  marlceted  to 
different  consumers.  Moreover,  little 
dgars  are  neither  advertised  extensively 
nor  sold  in  vending  machines.  Most 
importantly,  the  agency  is  not  currently 
aware  of  suffident  evidence  of  use  of 
little  dgdis  by  children  or  adolescents  to 
support  inclusion  of  such  products  in 
the  rule.  Therefore,  FDA  h^  deleted 
little  dgars  from  the  definition  of 
“dgarette”  in  §  897.3(a).  Moreover,  FDA 
will  continue  to  coordinate  definitions 
with  BATF  as  appropriate. 

Additionally,  FDA  has  deleted 
“components,  accessories,  or  parts” 
from  §  897.3(a).  The  reference  to 
“components,  accessories,  or  parts”  was 
unnecessary  because  the  statutory 
definition  of  “device”  includes  “any 
component,  part,  or  accessory.” 

Proposed  §  897.3(b)  woiild  have 
defin^  “dgarette  tobacco”  as  “any 
loose  tobacco  that  contains  or  delivers 
nicotine  and  is  intended  for  use  by 
consmners  in  a  dgarette.”  The  proposed 


definition  also  would  have  stated  that 
“(ulnless  otherwise  stated,  the 
requirements  pertaining  to  dgarettes 
shall  also  apply  to  dgarette  tobacco.” 

(21)  One  comment  by  manufacturers 
of  “roll-your-own”  (RYO)  dgarette 
tobacco  argued  that  the  inclusion  of 
RYO  cigarette  tobacco  under  the  1995 
propos^  rule  was  arbitrary  and 
capridous,  as  the  agency  had  no  fectual 
information  about  RYO’s  composition, 
marketing,  and  usage.  This  comment 
also  asserted  that  there  is  no  evidence 
of  RYO  tobacco  usage  by  minors. 

The  agency  disagrees  that  the 
indusion  of  dgarette  tobacco  in  the  rule 
is  arbitrary  and  capridous.  RYO  tobacco 
is  nothing  less  than  dgarettes  that  have 
not  yet  been  assembled. 

Unquestionably,  RYO  dgarettes  contain 
tobacco  and  are  smoked.  The  comment 
did  not  challenge  the  agency’s  proposed 
finding  that  the  smoke  from  RYO 
dgarettes  is  inhaled,  that  the  RYO 
tobacco  is  processed,  and  that  RYO 
dgarettes  deliver  nicotine.  Unlike  “little 
dgars,”  discussed  in  paragraph  1  of  this 
section  of  the  document,  ^e  agency 
believes  that  there  is  no  significant 
difference  in  the  composition  of  RYO 
tobacco  or  in  the  reason  consumers  use 
it  (to  deliver  nicotine)  frnm  dgarettes. 
The  agency  believes  that,  because  a  RYO 
dgarette  is  fundamentally  the  same 
produd  as  a  commerdally 
manufactured  dgarette  posing  the  same 
risks,  it  should  Im  subjed  to  &e 
restrictions  in  this  rule  in  order  to 
proted  the  public  health. 

Furthermore,  it  is  important  to 
include  RYO  tobacco  because  to  exdude 
it  would  provide  a  simple  and  obvious 
way  to  avoid  the  restrictions  in  this 
regiilation.  If  such  an  exception  existed, 
dgarettes  could  be  packaged  and  sold  in 
such  a  way  as  to  be  considered  RYO 
products.  Tobacco  companies  would 
then  be  free  to  sell  these  produds  using 
all  the  marketing  and  promotion 
techniques  currently  used  for  dgarettes, 
techniques  that  are  particularly 
successful  with  ymmg  people.  An 
exception  so  broad  would  quickly 
imdermine  the  entire  purpose  of  the 
rule.  Additionally,  FDA  has  made  a 
minor  change  to  §  897.3(b)  to  have 
“dgarette  tobacco”  mean  “imy  produd 
that  consists  of  loose  tobacco  *  * 

The  addition  of  the  words  “any 
produd”  is  intended  to  make  §  897.3(b) 
conform  with  the  format  used  for  other 
definitions. 

(22)  In  proposed  §  897.3(c), 
“distributor”  would  have  been  defined 
as  “any  person  who  furthers  the 
marketing  of  dgarettes  or  smokeless 
tobacco  products  *  *  *  from  the 
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original  place  of  manufacture  to  the 
person  who  makes  final  delivery  or  sale 
to  the  ultimate  user,  hut  who  does  not 
repackage  or  otherwise  change  the 
container,  wrapper,  or  labeling  of  the 
*  *  *  products.” 

Several  comments  stated  that  the 
definition  of  “distributor”  is  vague  and 
over  broad,  because: 

.  [Plenons  ‘who  further  the  marketing  of 
cigarettes  or  smokeless  tobacco’  [may 
include]  literally  everyone  involved  in  the 
production,  shipping,  advertising,  or 
promotion  of  cigarettes.  Such  ‘distributors’ 
could  thus  include,  for  example,  cigarette 
manufecturers  and  their  employees;  truckers 
and  shipping  clerks  involved  in  the  physical 
movement  of  the  product;  Advertising 
agencies;  people  involved  in  promotional 
activities  and  the  manufacture  of 
promotional  materials;  retailers  and  their 
employees;  and  conceivably  even  individuals 
who  ‘deliver’  cigarettes  to  social 
acquaintances  or  family  members  as  ‘ultimate 
users.’  Including  such  persons  and  entities 
within  the  definition  of  ‘distributor’  would, 
in  turn,  render  them  ‘responsible,’  *  *  *  for 
ensiiring  that  the  cigarettes  the  ‘marketing’  of 
which  ^ey  ‘further’  comply  with  ‘all 
applicable  requirements’  of  part  897. 

(23)  One  comment  suggested  that  an 
individual  advocating  a  particular  brand 
of  cigarette  would  fall  within  the 
deflation  of  “distributor.” 

The  agency  recognizes  the  concerns 
expressed  almut  the  proposed  definition 
of  “distributor.”  Therefore,  based  upon 
the  comments  received,  the  agency  has 
determined  that  the  definition  should  be 
modified  to  clarify  the  term.  The 
definition  of  “distributor”  has  been 
modified  to  mean  “any  person  who 
furthers  the  distribution  of  cigarettes  or 
smokeless  tobacco,  whether  domestic  or 
imported,  at  any  point  fi'om  the  original 
place  of  manufactme  to  the  person  who 
sells  or  distributes  the  product  to 
individuals  for  person^  consumption.” 
The  term  does  not  include  persons  who 
do  not  manufacture,  fabricate,  assemble, 
process,  or  label  a  finished  cigarette  or 
smokeless  tobacco  product,  and  does 
not  repackage  or  otherwise  change  the 
container,  wrapper,  or  labeling  of  the 
cigarette  or  smokeless  tobacco  product, 
because  such  persons  would  be 
“manufacturers”  vmder  §  897.3(d). 

Under  this  modified  definition,  one 
who  manufactures  digeurettes  or 
smokeless  tobacco  is  not  considered  a 
distributor,  but  is  subject  to  the 
requirements  applicable  to 
manufacturers  (see  §  897.3(d),  definition 
of  “manufacturer”).  Similarly,  one  who 
“sells  or  distributes  the  product  to 
individuals  for  personal  consumption” 
is  not  a  distributor,  but  is  subject  to  the 
requirements  applicable  to  retailers  (see 
§  897.3(h),  deflation  of  “retailer”). 


Furthermore,  the  modified  definition 
clearly  does  not  apply  to  advertising 
agencies.  Althou^  advertisii^  agencies 
may  be  said  to  fiuther  the  “marketing” 
of  a  product  they  advertise,  they  do  not 
further  the  “distribution”  of  that 
product.  As  for  truckers  and  other 
carriers,  section  703  of  the  act  only 
requires  “carriers  engaged  in  interstate 
commerce”  and  persons  receiving  or 
holding  devices  in  interstate  commerce 
to  provide  access  to  records  showing  the 
devices’  movement  or  holding  in 
interstate  commerce.  Thus,  such  carriers 
would  not  be  subject  to  the 
reqtiirements  applicable  to  distributors 
under  this  part. 

(24)  Proposed  §  897.3(d)  would  have 
defined  “manufacturer,”  in  part,  ^‘as  any 
person,  including  any  repairer  and/or 
relabeler,  who  manufachires,  fabricates, 
assembles,  processes,  or  labels  a 
finished  cigarette  or  smokeless  tobacco 
product.”  One  comment  suggested  that 
this  definition  be  modified  to  exclude 
foreign  manufacturers  and 
manufacturers  of  products  that  make  up 
less  than  1  percent  of  the  total  U.S. 
cigarette  market. 

The  agency  disagrees  that  foreign 
manufacturers  and  “small” 
manufacturers  should  be  excluded  from 
the  definition.  A  company  that 
manufactures  a  small  amoimt  of  a 
product  is,  nevertheless,  a 
manufacturer.  Thus,  small 
manufacturers  and  foreign 
manufacturers  of  products  marketed  in 
the  United  States  are  included  in  the 
definition  of  “manufacturer”  and  are 
subject  to  the  provisions  of  this  rule. 
Furthermore,  as  discussed  in  more 
detail  later,  FDA  regulates  devices  as  a 
class  without  making  exceptions  for 
small  market  share. 

Additionally,  FDA,  on  its  own 
initiative,  has  deleted  the  part  of  the 
definition  which  would  have  stated  that 
a  “manufacturer”  “does  not  include  any 
person  who  only  distributes  finished 
cigarettes  or  smokeless  tobacco 
products.”  FDA  believes  this  text  was 
unnecessary  given  the  definition  of 
“distributor”  in  §  897.3(c). 

Proposed  §  897.3(e)  would  have 
defined  “nicotine”  by  its  chemical 
formula,  3-(l-Methyl-2-pyrolidinyl) 
pyridine,  and  would  have  included  any 
salt  or  complex  of  nicotine.  FDA  did  not 
receive  any  comments  that  would 
warrant  a  change  to  §  897.3(e),  and  has 
finalized  this  definition  without  change. 

Proposed  §  897.3(f)  would  have 
defined  “padcage”  as  a  pack,  box, 
carton,  or  container  of  any  kind  in 
which  cigarettes  or  smokeless  tobacco 


are  offered  for  sale,  sold,  or  otherwise 
distributed  to  consumers. 

FDA  did  not  receive  any  comments 
that  would  warrant  a  change  to 
§  897.3(f)  but  has,  on  its  own  initiative, 
deleted  the  word  “products”  from 
“smokeless  tobacco  products”  to 
correspond  to  similar  changes 
throu^out  the  rule. 

(25)  Proposed  §  897.3(g)  would  have 
defined  “point  of  sale”  to  mean  “any 
location  at  which  a  consiuner  can 
purchase  or  otherwise  obtain  cigarettes 
or  smokeless  tobacco  products  for 
personal  consumption.”  One  comment 
stated  that  this  definition  is 
imconstitutionally  vague  and  over 
broad,  because  “a  person  can  ‘obtain’ 
cigarettes  from  a  social  acquaintance  or 
family  member  *  *  *  in  any  number  of 
*  *  •  settings.”  The  comment 
suggested  that  “point  of  sale”  be  limited 
to  “commercial  establishments  where 
tobacco  products  are  sold  in  arm’s- 
le^th  commercial  transactions.” 

The  agency  agrees  that  obtaining  a 
cigarette  frnm  a  social  acquaintance  or 
family  member  shoidd  not  render  the 
venue  of  this  “transaction”  a  “point  of 
sale.”  However,  the  agency  does  not 
believe  that  the  definition  of  “point  of 
sale”  is  vague  or  overly  broad,  or  that 
it  needs  to  be  modified.  The  definition, 
as  proposed,  makes  it  clear  that  “point 
of  sale”  does  not  contemplate  venues 
where  cigarettes  are  lent  or  offered  to 
social  acquaintances  or  family  members. 
The  definition  in  §  897.3(d)  refers  to  the 
“location  at  which  a  consumer  can 
iirchase  or  otherwise  obtain”  the 
roduct  (emphasis  added).  The  term 
“consumer,”  means  “a  person  who  buys 
goods  or  services  for  personal  needs  and 
not  for  resale  or  to  use  in  the  production 
of  other  goods  for  resale.”  Thus,  in  its 
normal  use,  the  term  “consumer” 
implies  a  commercial  relationship  and 
precludes  the  possibility  that,  for 
example,  the  act  of  providing  a  cigarette 
to  a  travel  partner  would  render  the 
vehicle  in  which  both  are  traveling  the 
“point  of  sale”  for  that  product. 

(26)  Proposed  §  897.3(h)  would  have 
defined  “retailer” .to  mean  “any  person 
who  sells  or  distributes  cigarettes  or 
smokeless  tobacco  products  to 
individuals  for  personal  consumption.” 
One  comment  stated  that  this  definition 
is  unconstitutionally  vague  and  over 
broad,  because  a  “manufacturer  or 
wholesaler  that  ‘distributes’ 
complimentary  cigarettes  to  its 
employees,  or  to  guests  at  a  private 
function,  would  he  a  ‘retailer,’  as  would 

Webster’s  New  World  Dictionary,  edited  by  V. 
Neufeldt,  Third  College  Edition,  Prentice  Hall,  Nevr 
York,  p.  299, 1991. 
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be  any  individual  who  gives  any  other 
individual  a  cigarette.” 

The  agency  agrees  that,  although  the 
intended  meaning  of  the  term  is  clear, 
a  “person  who  *  *  *  distributes  *  *  * 

[a  product]  to  individiials  for  personal 
consumption"  may  include  transactions 
that  the  agency  does  not  intend  to 
regulate  (i.e.,  noncommercial 
transactions).  Therefore,  the  definition 
is  modified  to  mean  “any  person  who 
sells  cigarettes  or  smokeless  tobacco  to 
individuals  for  personal  consumption.” 

Additionally,  vmder  §  897.3(h)  as 
revised,  a  retailer  can  be  any  person 
“who  operates  a  facility  where  vending 
machines  and  self-service  displays  are 
permitted  under  this  part.”  TMs  change 
complements  a  change  to  §  897.16(c) 
whi^  permits  vendh^  machines  and 
self-service  displays  in  facilities  where 
no  person  under  age  18  is  present,  or 
permitted  to  enter,  at  any  time.  The 
agency  addresses  §  897.16(c)  in  greater 
detail  below. 

Proposed  §  897.3(i)  would  have 
defin^  smokeless  tobacco  as  “any  cut, 
ground,  powdered,  or  leaf  tobacco  that 
contains  or  delivers  nicotine  and  that  is 
intended  to  be  placed  in  the  oral 
cavity.” 

FDA  did  not  receive  any  conunents 
that  would  warrant  a  change  to 
$  897.3(i).  However,  FDA  has  revised 
the  defiiiition  to  refer  to  “any  product 
that  consists  of  cut,  ground,  powdered, 
or  leaf  tobacco  *  *  *.”  The  agency 
made  this  change  because  the  wo^ 
“smokeless  tobMX»”  are  often 
understood  as  meaning  a  “smokeless 
tobacco  product”  or  products. 
Additionally,  elsewhwe  in  this  rule, 

FDA  has  replaced  “smokeless  tobacco 
product”  with  “smokeless  tobacco." 

(27)  Several  conunents  requested 
definitions  for  additional  terms. 
Specifically,  one  corrunent  requested 
t^t  “advertising”  be  defined  to 
distinguish  between  trade  and  consumer 
advertising;  several  corrunents  requested 
that  “venc^g  machine”  be  defin^  to 
exempt  machines  which  dispense 
cigarettes  to  cashiers,  machines  that 
dispense  individual  cigarettes,  or 
madiines  that  scan  a  driver’s  license  or 
i^e  of  majority  card  before  dispensing 
cigarettes;  and  several  corrunents 
requested  that  “playground”  be  defined 
for  clarity. 

The  agermy  disagrees  that  additional 
definitions  are  necessary  for  the  terms 
“advertising”  and  “vending  machine.” 
However,  the  agency  has  clarified  the 
use  of  those  terms  in  the  relevant 
sections  of  the  preamble.  The  agency 
has  determined  that  a  definition  for  the 
term  “playground”  is  necessary,  and  has 


added  some  examples  to  §  897.30.  A 
discussion  of  the  comments  regarding 
the  definition  of  “playground”  can  be 
found  in  section  VI.  of  this  document. 

IV.  Access 

Subpart  B  of  part  897  (now  retitled  as 
“Prohibition  of  Sale  and  Distribution  to 
Persons  Younger  than  18  Years  of  Age”) 
contains  the  restrictions  on  access  to 
cigarettes  and  smokeless  tobacco  by 
individuals  under  the  age  of  18.  This 
subpart,  by  imposing  restrictions  on 
manufacturers,  distributors,  and 
retailers,  is  intended  td  ensure  that 
children  and  adolescents  cannot 
purchase  these  products. 

In  support  of  proposed  subpart  B,  the 
preamble  to  the  1995  proposed  rule 
cited  studies  showing  that  the  majority 
of  junior  high  and  high  school 
students — ^m  67  percent  of  9th  grade 
students  in  a  1990  survey  to  94  percent 
of  junior  high  and  high  school  students 
in  a  1986  survey— believed  that 
purchasing  cigarettes  and  smokeless 
tobacco  was  easy  (60  FR  41314  at  41322, 
August  11, 1995).  Other  studies 
supported  that  belief.  As  noted  in  the 
preamble  to  the  1995  proposed  rule,  the 
1994  Surgeon  General’s  Report  entitled 
“Preventing  Use  Among  Young  People; 

A  Report  of  the  Surgeon  Gen^l”  (the 
1994  SGR)  examined  13  studies  of  over- 
the-counter  (OTC)  sales  and  determined 
that  approximately  67  percent  of  minors 
are  able  to  purchase  cigarettes  illegally. 
The  1994  SGR  examin^  nine  stud^es 
and  found  that  the  weighted  average 
rate  of  illegal  sales  to  (^dren  and 
adolescents  fiom  vending  machines  was 
88  percent" 

Significant  numbers  of  children  and 
adolescents  successfully  purchased 
smokeless  tobacco  as  well,  with  the 
success  rate  ranging  firom  30  percent  for 
jimior  high  school  students  to  62 
porcent  for  senior  high  school  students 
(60  FR  41314  at  41322).  Ninety  percent 
of  smokeless  tobacco  users  in  junior 
high  and  high  school  in  a  1986  survey 
said  they  bought  their  own  smokeless 
tobacco  (60  FR  41314  at  41322). 

Studies  indicate  that  a  comprehensive 
approach  to  reducing  young  people’s 
access  to  cigarettes  and  smokeless 
tobacco  would  be  more  effective  than 
relying  primarily  on  retailer  education 
programs  about  the  need  to  prevent 
sales  to  underage  persons.  For  example, 
the  preamble  to  the  1995  proposed  rule 
cited  a  comprehensive  community 
intervention  in  Woodridge,  IL,  involving 
retailer  licensing,  regular  compliance 
checks,  and  penalties  for  merdiant 

*•1994  SGR,  p.  24S. 


violations.  The  Woodridge  program 
reduced  illegal  sales  from  70  percent  to 
less  than  5  percent  almost  2  years  later 
(60  FR  41314  at  41322).  Rates  of  both 
experimentation  and  regular  smoking 
decreased  more  than  50  percent  among 
seventh  and  eighth  grade  students  (60 
FR  41314  at  41322). 

In  contrast,  another  study  cited  in  the 
1995  proposed  rule  indicated  that 
retailer  education  programs,  alone,  may 
have  limited  utility.  In  the  study, 
retailers  received  informational 
packages  on  preventing  illegal  sales  to 
yoimg  people,  yet  despite  these 
informational  padmges,  young  people 
were  able  to  buy  cigarettes  in  73  percent 
of  the  stores  that  received  these 
informational  packages,  and,  after  a 
comprehensive  retailer  educational 
program  was  conducted,  illegal  sales 
were  still  found  to  occur  in  68  percent 
of  the  stores  (60  FR  41314  at  41322). 
When  the  program  began  issuing 
citations  to  violative  establishments,  the 
illegal  sales  rate  dropped  to  31  percent 
(Id.).  This  study,  as  well  as  other  studies 
reviewed  by  the  agency  in  the  1995 
proposed  rule  and  made  available  for 
public  comment  and  review,  led  the 
Food  and  Drug  Administration  (FDA)  to 
draft  a  comprehensive  proposal  to 
reduce  ymmg  people’s  access  to 
cigarettes  and  smokeless  tobacco  and  to 
make  explicit  the  responsibility  of 
manufacturers,  distributors,  and 
retailers  to  prevent  cigarette  and 
smokeless  tobacco  pr^uct  sales  to 
persons  under  18  years  of  age. 

Subpart  B  to  part  897  consists  of  four 
provisions.  Section  897.10  establishes 
the  general  responsibilities  of 
manu&cturers,  distributors,  and 
retailers  to  ensure  that  the  cigarettes  and 
smokeless  tobacco  that  they 
manufacture,  label,  advertise,  package, 
distribute,  sell,  or  otherwise  hold  for 
sale  comply  with  the  requirements  in 
this  subpart.  The  agency  made  one 
minor  change  to  this  provision,  to 
change  “smokeless  tobacco  products”  to 
“smokeless  tobacco.” 

Section  897.12  sets  forth  additional 
responsibilities  of  manufacturers. 
Proposed  §  897.12(a)  would  have 
required  maniifecturers  to  remove  firom 
point  of  sale  all  violative  self-service 
displays,  advertising,  labeling,  and  other 
manufecturer-suppUed  or  manufacturer- 
owned  items.  In  response  to  comments 
firom  manu&cturers  and  sales 
representatives  objecting  to  their 
responsibility  for  items  not  owned  by 
them,  the  agency  has  amended  this 
provision  to  require  manufacturers  only 
to  remove  from  point  of  sale  all  violative 
self-service  displays,  advertising. 
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labeling,  and  other  items  owned  by  the 
manufacturer. 

Proposed  §  897.12(b)  would  have 
requi^  manufacturers’  representatives 
who  visit  a  point  of  sale  in  the  normal 
coiurse  of  biisiness  to  visually  inspect 
and  ensure  that  products  are  labeled, 
advertised,  and  distributed  in 
accordance  with  this  subpart.  In 
response  to  comments  questioning  the 
ne^  for  and  operation  of  this 
requirement,  FDA  has  deleted  this 
provision. 

Section  897.14  sets  forth  additional 
responsibilities  of  retailers.  Many  of  the 
comments  supported  the  requirements 
to  verify  age  and  to  ban  the  sale  of  single 
cigarettes.  Comments  were  divided  on 
the  requirement  for  a  direct  transaction. 
The  comments  opposing  the  1995 
proposed  rule  were  taken  into  accoimt 
in  the  modifications  to  the  final  rule. 

The  final  rule  contains  a  new 
§  897.14(a),  which  states  that  no  retailer 
may  sell  cigarettes  or  smokeless  tobacco 
to  any  person  younger  than  18  years  of 
age.  This  new  paragraph  codifies  a 
concept  that  was  implicit  in  the  1995 
proposed  rule. 

Proposed  §  897.14(a)  (now 
renumbered  as  §  897.14(b))  would  have 
required  that  the  retailer  or  an  employee 
of  the  retailer  verify  by  means  of 
photographic  identification  showing  the 
bearer’s  date  of  birth  that  no  purchaser 
is  yoimger  than  18  years  of  age.  In 
response  to  changes  made  to  §  897.16 
regarding  mail-order  and  vending 
machine  sales  and  self-service  displays 
in  facilities  inaccessible  to  children  and 
adolescents,  the  final  rule  excepts  the 
requirements  for  proof  of  age  under 
these  limited  circumstances.  New 
§  897.14(b)(2)  eliminates  the  verification 
requirement  for  consiuners  26  years  of 
age  or  older. 

Proposed  §  897.14(b)  (now  munbered 
as  §  897.14(c))  would  have  required  that 
cigarettes  or  smokeless  tobacco  be 
provided  to  the  purchaser  by  the  retailer 
or  an  employee  of  the  retailer,  without 
the  assistance  of  an  electronic  or 
mechanical  device,  such  as  a  vending 
machine.  The  final  provision  has  been 
modified  to  reflect  Ganges  made  to 
§  897.16  permitting  vending  machines 
and  self-service  displays  in  certain 
limited  circumstances  and  to 
correspond  more  closely  to  the 
requirements  in  §  897.16(c)(1). 

Proposed  §  897.14(c)  (now 
renumbered  as  §  897.14(d))  would  have 
prohibited  the  retailer  or  an  employee 
from  opening  any  cigarette  or  smokeless 
tobacco  padmge  to  sell  or  distribute 
individual  cigarettes  or  any  quantity  of 
the  product  that  is  smaller  than  the 


quantity  in  the  unc^ned  products.  In 
order  to  clarify  the  intent  of  this 
provision,  the  final  rule  prohibits 
retailers  from  breaking  or  otherwise 
opening  “any  cigarette  or  smokeless 
tobacco  product  package  to  sell  or 
distribute  individual  cigarettes  or  a 
number  of  unpackaged  cigarettes  that  is 
smaller  than  the  quantity  in  the 
minimum  cigarette  pacl^e  size  defined 
in  §  897.16(b),  or  any  quantity  of 
cigarette  tobacco  or  smokeless  tobacco 
that  is  smaller  than  the  smallest  package 
distributed  by  the  manufacturer  for 
individual  consvuner  use.’’ 

The  final  rule  also  adds  §  897.14(e)  to 
clarify  that  each  retailer  is  responsible 
for  removing  all  violative  self-service 
displays,  advertising,  labeling,  and  other 
items  located  in  the  retailer’s 
establishment  or  for  bringing  those 
items  into  compliance  with  the 
requirements  in  this  rule.  This  provision 
complements  §  897.12  which  requires 
manufricturers  to  remove  manufacturer- 
owned,  violative  items  from  retail 
establishments. 

Section  897.16  establishes  the 
conditions  of  manufacture,  sale,  and 
distribution.  Proposed  §  897.16(a) 
would  have  prohibited  the  use  of  a  trade 
or  brand  name  for  a  nontobacco  product 
as  the  trade  or  brand  name  for  a  tobacco 
product  “except  for  tobacco  products  on 
which  a  trade  or  brand  name  of 
nontobacco  product  was  in  use  on 
January  1, 1995.’’  The  only  change  to 
§  897.16(a)  has  been  to  clarify  the 
agency’s  intent  by  amending  the 
language  to  restrict  manufacturers  to 
those  product  names  “whose  trade  or 
brand  name  was  on  both  a  tobacco 
product  and  a  nontobacco  product  that 
were  sold  in  the  United  States  on 
January  1, 1995.’’ 

Section  897.16(b)  would  have 
established  a  minimum  package  size  of 
20  for  cigarettes.  The  final  rule  was 
amended  only  to  provide  a  very  limited 
exception  consistent  with  the  Ganges 
made  to  §  897.16(c)(2)(ii),  discussed 
below. 

Proposed  §  897.16(c)  would  have 
prohibited  vending  machines,  self- 
service  displays,  mail-order  sales,  and 
other  “impersonal”  modes  of  sale  and 
required  direct,  face-to-face  exchanges 
between  retailers  and  consumers.  In 
response  to  comments  criticizing  the 
restrictions  as  inconveniencing  adults, 
the  agency  has  amended  this  section. 
The  final  rule  allows  mail-order  sales 
(except  for  mail-order  redemption  of 
coupons  and  the  distribution  of  free 
samples  through  the  mail).  The  final 
rule  also  allows  vending  machines  (even 
those  selling  packaged,  single 


cigarettes),  and  self-service  displays 
(merchandisers)  in  facilities  that  are 
inaccessible  to  persons  under  the  age  of 
18. 

Proposed  §  897.16(d)  would  have 
prohibited  manufactiuers,  distributors, 
and  retailers  from  distributing  any  free 
samples  of  cigarettes  or  smokeless 
tobacco.  FDA  made  one  minor  change  to 
this  provision,  changing  the  wonls 
“manufacturers,  distributors,  and 
retailers  may  not  distribute”  to  “no 
manufacturer,  distributor,  or  retailer 
may  distribute”  fr«e  samples. 

llie  final  rule  adds  a  new  §  897.16(e) 
to  prohibit  manufacturers,  distributors, 
and  retailers  from  selling,  distributing, 
or  causing  to  be  sold  or  ^stributed 
cigarettes  or  smokeless  tobacco  with 
advertising  or  labeling  that  does  not 
comply  with  the  rule’s  advertising  and 
labeling  requirements.  This  provision  is 
intend^  to  clarify  that  the  rule’s 
advertising  and  labeling  requirements 
are  conditions  on  the  sde,  ^stribution, 
and  use  of  these  products. 

A.  General  Comments 

The  agency  received  many  general 
comments  both  in  support  of  and  in 
opposition  to  proposed  subpart  B  of  part 
897.  Comments  supporting  the  1995 
proposed  rule  often  stated  that  the  rule, 
if  finalized,  would  help  prevent  young 
people  from  obtaining  or  using 
cigarettes  and  smokeless  tobacco  and 
would  eventually  lead  to  a  healthier 
population  and  lower  health  care  costs. 
The  agency  also  received  comments 
firom  attorneys  general  of  more  than  25 
States  concluding  that,  oveiell,  the  1995 
proposed  rule  “should  be  a  crucial 
component  of  a  nationed  effort  by 
Federal,  State,  and  local  officials  to  help 
our  youngest  generation  of  Americans 
avoid  suffering  preventable  disease  and 
premature  death  from  the  use  of  tobacco 
products.” 

Comments  opposing  the  1995 
proposed  rule,  in  general,  asserted  that 
FDA  regulation  was  unnecessary  or 
imauthorized  or  that  the  propos^ 
requirements  would  be  meffective.  The 
following  is  an  analysis  of  and  response 
to  these  general  comments. 

(1)  Several  comments  stated  that  the 
1995  proposed  rule  violates  the 
Commerce  Clause  of  the  Constitution. 
The  comments  argued  that  there  is  no 
equivalent  to  a  congressional  finding 
that  the  regulated  activity  at  issue — the 
sale  of  tobacco  products  to  children  tuid 
adolescents — affects  interstate 
commerce,  nor  is  the  regulation 
reasonably  adapted  to  an  end  permitted 
by  the  Constitution.  They  argued  that 
the  regulation  of  tobacco  prc^ucts  by 
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the  Fedoral  Government  is 
impermissible  based  on  United  States  v. 
Lopez,  115  S.Ct.  1624  (1995)  (Congress 
lacked  power  under  Commerce  Clause 
to  criminalize  possession  of  a  gun 
within  1,000  of  a  school). 

The  agency  disagrees  with  these 
comments,  llie  Constitution  gives 
Congress  the  power  “[t]o  regulate 
Commerce  with  foreign  Nations,  and 
among  the  several  States,  and  with  the 
Indian  Tribes.”  Under  the  Commerce 
Clause,  Congress  may  “regulate  those 
activities  having  a  substantial 
relationship  to  interstate  conunerce,  i.e., 
those  activities  that  substantially  affect 
interstate  commerce”  {Lopez,  115  S.Ct. 
at  1629-30  (citation  omitted)).  The 
Supreme  Court  has  consistently  held 
that  Congress  acted  within  its  powers 
under  the  Commerce  Clause  when  it 
enacted  and  subsequently  amended  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act).  (See  United  States  v.  Sullivan, 
332  U.S.  689, 697-98  (1948);  United 
States  V.  Walsh,  331  U.S.  432, 437-38 
(1947);  Weeks  v.  United  States,  245  U.S. 
618,  622  (1918);  Seven  Cases  of 
Eckman’s  Ahemative  v.  United  States, 
239  U.S.  510,  514-15  (1916);  McDermott 
V.  Wisconsin,  228  U.S.  115, 128  (1913); 
Hipolite  Egg  Co.  v.  United  States,  220 
U.S.  45, 58  (1911).)  Regulation  of 
tobacco  products  is  a  legitimate  exercise 
of  FDA’s  authority  under  the  act  to 
regulate  drugs  and  devices  and  is 
therefore  within  the  scope  of  Congress’ 
power  umder  the  Commerce  Clause. 

The  Supreme  Court’s  recent  opinion 
in  Lopez  does  not  affect  this  analysis.  As 
the  Court  noted,  “[t]he  possession  of  a 
gun  in  a  local  school  zone  is  in  no  sense 
an  economic  activity  that  might, 
through  repetition  elsewhere. 
substsmtiaUy  affect  any  sort  of  interstate 
commerce.”  (See  Lopez,  115  S.Ct  at 
1634;  see  also  Id.  at  1640  (Kennedy, )., 
concurring)  (“[H]ere  neither  the  actors 
nor  their  conduct  have  a  commercial 
character,  cmd  neither  the  purposes  nor 
the  design  of  the  statute  have  an  evident 
commercial  nexus.”).) 

By  contrast,  this  to^cco  regulation 
affects  conduct  that  is  distinctly 
commercial  in  character.  In  particular, 
the  access  restrictions — the  national 
minimum  age  for  purchase  of  tobacco 
products  and  the  restrictions  on  hand- 
to-hand  sales,  sales  from  opened 
packages,  padcage  size,  vending 
machine  sales,  and  self-service 
displays — all  involve  actors 
(manufacturers,  vendors,  and 
consumers)  and  conduct  (the  marlceting, 
sale,  and  pvuchase  of  products  that  are 
themselves  in  interstate  commerce)  that 
are  quintessentially  commercial  (see. 


e.g.,  Katzenbach  v.  McClung,  379  U.S. 
294,  298-304  (1964)  (under  the 
Commerce  Clause,  Congress  may 
regulate  activities  of  restaurants  that 
serve  food,  a  substantial  portion  of 
\^ch  has  moved  in  interstate 
commerce)).  In  addition,  the  piupose 
and  design  of  the  regulation — to  deter 
this  commercial  activity  directed  at 
persons  under  the  age  of  18  in  order  to 
reduce  addiction  to  the  nicotine  in  these 
prodiicts — has  the  requisite  commercial 
nexus.  (See,  e.g..  Heart  of  Atlanta  Hotel, 
Inc.  V.  United  States,  379  U.S.  241 
(1964);  Perez  v.  United  States,  402  U.S. 
146  (1971).)  Moreover,  because  youths 
alone  purchase  an  estimated  $1.26 
billion  of  tobacco  products  annually,  the 
regulated  activity — sales  of  tobacco 
piquets — substimtially  affects 
interstate  commerce. 

As  noted,  tobacco  products  are  in 
interstate  commerce  as  defined  in 
section  201(b)  of  the  act  (21  U.S.C 
321(b)).  Cigarettes  manufactiired  in  the 
United  States  include  myriad 
components  that  are  in  interstate 
commerce.  For  example,  American-type 
blended  cigarettes  contain  oriental 
tobacco  imported  from  Greece,  Turicey, 
Russia,  Yugoslavia,  or  Bulgaria,  and 
they  may  contain  imported  flue- 
cui^  tobacco  from,  for  example, 
Zimbabwe  or  Brazil.  In  addition,  they 
contain  other  tobacco  and  tobacco 
products,  filters,  paper,  ammonia, 
sugars,  hvunectant,  Ucorice,  and  cocoa, 
among  nearly  600  other  possible 
ingredients.  (See  generally  Brown,  C.  L., 
The  Design  of  Cigarettes,  Hoechst 
Celanese  Corp.,  Charlotte,  NC  (3d  ed. 
1990);  “Ingre^ents  Added  to  Tobacco 
in  the  Manufactiue  of  Cigarettes  by  the 
Six  Major  American  Cigarette 
Companies,”  (April  12, 1994)). 
Similarly,  smokeless  tobacco  is  made 
from  tolkoco  grown  in  Pennsylvania 
and  Wisconsin  or  in  Kentucky  and 
Tennessee  and  contains  other 
ingredients  from  a  list  of  over  560,  such 
as  sugar,  molasses,  and  licorice,  which 
are  in  interstate  commerce.  (See  The 
Health  Consequences  of  Using 
Smokeless  Tdtacco:  A  Report  of  the 
Advisory  Conunittee  to  the  Surgeon 
General,  DHHS,  PHS,  p.  5, 1986; 
“Smokeless  Tobacco  Ingredient  List  as 
of  April  4, 1994,  attach^  to  letter  of 
May  3. 1994,  from  Stuart  M.  Pape  to  the 
Hon.  Henry  A.  Waxman  and  the  Hon. 
Thomas  J.  Bliley,  Jr.) 

(2)  The  comments  also  suggested  that 
Congress’  Commerce  Clause  powers  do 
not  allow  imposition  of  a  national 
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minimum  age  for  the  purchase  of 
tobacco  products. 

The  agency  disagrees.  The  cases  cited 
in  these  comments.  South  Dakota  v. 
Dole,  483  U.S.  203  (1987)  and  Oregon  v. 
Mitchell,  400  U.S.  112  (1970),  do  not 
address  the  Commerce  Clause,  and  there 
is  no  case  law  suggesting  that  an  agency 
may  not  impose  regulations  on 
commerce  based  on  the  age  of  people 
involved,  under  a  statute  passed 
pursuant  to  Congress’  Commerce  Clause 
power,  and  in  partictilar  that  an  agency 
may  not  set  a  national  minimum  age  for 
sales  of  cigarettes  and  smokeless 
tobacco  in  order  to  reduce  the  risks  of 
addiction  and  to  health  associated  with 
their  use  by  individuals  under  age  18. 

In  fact,  under  its  authority  to  regiilate 
commerce.  Congress  may  exclude  from 
interstate  commerce  goo^  produced  by 
children  workers.  United  States  v. 
Darby,  312  U.S.  100, 115-17  (1941) 
(overruling  Hammer  v.  Dagenhart,  247 
U.S.  251  (1918),  which  held  that 
Congress  lacked  power  to  exclude 
products  of  child  labor  from  interstate 
commerce),  and  criminalize,  for 
example,  the  transportation  in  interstate 
commerce  of  pornography  involving 
children  (18  U.S.C.  2251  through  2259), 
or  the  sale  of  firearms  and  ammunition 
to  individuals  trader  the  age  of  18  (18 
U.S.C  922(b)a))- 

Moreover,  “‘It]he  authority  of  the 
Federal  government  over  interstate 
commerce  does  not  differ’  *  *  *  ‘in 
extent  or  character  from  that  retained  by 
the  states  over  intrastate  commerce.’” 
(See  Heart  of  Atlanta  Hotel,  379  U.S.  at 
260  (quoting  United  States  v.  Rock 
Royal  Co-op.,  Inc.,  307  U.S.  533,  569-70 
(1939)).)  States  may  set  a  minimum  age 
for  sales  of  cigarettes  and  smokeless 
tobacco,  and  these  products  are  in 
interstate  commerce  (and  as  devices,  are 
presumed  imder  section  709  of  the  act 
to  be  in  interstate  commerce  for  the 
purpose  of  jurisdiction  under  the  act). 
Thus,  it  follows  that  the  Federal 
Government  may  establish  a  national 
minimum  age  for  sales  of  tobacco 
products. 

In  summary,  the  imposition  of  a 
national  minimum  age  for  purchase  of 
tobacco  products  and  restrictions  on 
hand-to-hand  sales,  sales  from  opened 
packages,  package  size,  vending 
machine  sdes,  and  self-service  displays 
is  within  Congress’  authority  under  the 
Commerce  Clause. 

(3)  Several  comments  argued  that  the 
regulation’s  imposition  of  a  national 
minimum  age  for  pvuchase  of  tobacco 
products  and  its  restrictions  on 
impersonal  sales,  sales  from  opened 
packages,  package  size,  vending 
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machine  sales,  and  self-service  displays 
violate  the  Tenth  Amendment  to  the 
Constitution.  In  particular,  the 
comments  argued  that  the  regulation  of 
tobacco  products  and  decisions  about 
eligibility  and  maturity  are  traditionally 
State  functions,  and  that  this  fact 
required  Congress  to  have  made  it 
iinmistakably  clear  by  statute  that  it 
intended  FDA  to  regulate  tobacco 
products. 

The  agency  believes  that  this 
regulation  does  not  violate  the  Tenth 
Amendment.  The  Tenth  Amendment 
provides  that  “{tlhe  powers  not 
delegated  to  the  United  States  by  the 
Constitution,  nor  prohibited  by  it  to  the 
States,  are  reserved  to  the  States 
respectively,  or  to  the  people."  It 
follows  that,  “[i]f  a  power  is  delegated 
to  Congress  in  the  Constitution,  the 
Tenth  Amendment  expressly  disclaims 
any  reservation  of  that  power  to  the 
States."  (See  New  Yotkv.  United  States, 
505  U.S.  144, 156.)  Because  FDA  is 
acting  under  the  act,  which  Congress 
enacted  under  its  Commerce  Clause 
authority,  there  is  no  Tenth  Amendment 
violation. 

FDA  disagrees  that  regulation  of 
tobacco  sales  or  decisions  about 
eligibility  and  maturity  are  traditional 
State  functions.  Even  if  they  were, 
however,  that  fact  would  not  implicate 
the  Tenth  Amoidment  "As  long  as  it  is 
acting  within  the  powers  granted  it 
under  the  Constitution,  *  *  *  Congress 
may  legislate  in  areas  traditionally 
regiilated  by  the  States"  [Gregory  y. 
Ashcroft,  501  U.S.  452, 460  (1991)). 
Because  the  agency  is  actii^  to  regulate 
cigarette  and  smokeless  tobacco  sales  in 
oi^er  to  eliminate  the  health  risks  of 
those  products,  and  is  doing  so  vmder  a 
statute  passed  under  Congpress’ 
Commerce  Clause  power,  these 
provisions  do  not  violate  the  Tenth 
Amendment. 

Further,  Congress  need  not  make  its 
intention  to  regulate  in  such  areas 
“unmistakably  clear  in  the  langiiage  of 
[a]  statute,"  Will  v.  Michigan  Dept,  of 
State  Police,  491  U.S.  58,  65  (1989) 
(quotations  omitted),  as  si^gested  in  the 
comments.  Hiis  requirement  only 
applies  to  Federal  statutes  that  “go[] 
beyond  an  area  traditionally  regiilated 
by  the  States"  to  affect  “decision[s]  of 
the  most  fundamental  sort  fm  a 
sovereign  entity,"  Gregory,  501  U.S.  460, 
because  such  statutes  "alter  the  usual 
constitutional  balance  between  the 
States  and  the  Federal  Government,” 
Will,  491  U.S.  65  (quotations  omitted); 
see  also  Seminole  Tribe  of  Florida  v. 
Florida,  116  S.Q.  1114, 1123-1132 
(1996)  folding  that,  even  if  Congress, 


acting  under  the  Commerce  Clause, 
makes  its  intention  to  subject 
unconsenting  States  to  Federal  suits  by 
private  parties  absolutely  clear,  the 
Eleventh  Ammidment  bars  such  suits). 
Regulation  of  the  sale  of  cigarettes  and 
smokeless  tobacco  does  not 
fundamentally  affect  the  States’ 
prerogatives  under  the  Constitution 
(such  as  alnogating  the  States’  sovereign 
immunity),  and  so  Congress  need  not 
have  made  it  unmistakably  clear  by 
statute  that  it  intended  FDA  to  reg^te 
their  sale. 

In  siunmary,  the  agency  is  imposing  a 
national  fniniiniiin  age  for  purchase  of 
tobacco  products  and  restrictions  on 
impersonal  sales,  sales  from  opened 
packages,  package  size,  vending 
machine  sales,  and  self-service  displays 
in  order  to  eliminate  the  health  risks  to 
yoimg  people  associated  with  products 
in  interstate  commerce.  These 
provisions  therefore  do  not  violate  the 
Tenth  Amendment. 

(4)  A  comment  from  an  industry  trade 
association  stated  that  the  Ninth 
Amendment  to  the  Constitution  is  a 
“barrier  to  federal  laws  that  would 
restrict  freedom  of  adults  as  well  as 
others  to  use  tobacco  products.”  Several 
comments  from  adults  expressed  similar 
arguments  regarding  an  adult’s 
“freedom”  to  purchase  or  use  tobacco 
products. 

The  agency  disagrees  that  its 
imposition  of  a  national  minimum  age 
for  purchase  of  tobacco  products  and  its 
restrictions  on  hand-to-hand  sales,  sales 
from  opened  packa^,  package  size, 
vending  machine  s^es,  and  self-service 
displays  impinge  on  imenumerated 
rights  protected  by  the  Ninth 
Amendment. 

The  Ninth  Amendment  provides  that 
“[t]he  enumeration  in  the  Constitution, 
of  certain  rights,  shall  not  be  construed 
to  deny  or  dUsparage  others  retained  by 
the  people."  Although  not  a  source  of 
rights  itself,  the  Nindi  Amendment 
nevertheless  “show[s]  the  existence  of 
other  fundamental  personal  rights”  and 
that  ‘liberty’  protected  by  the  Fifth 
*  *  *  Amendments  from  infringement 
by  the  Federal  Government  *  *  *  is  not 
restricted  to  rights  specifically 
mentioned  in  the  fii^  eight 
amendments."  Griswold  v.  Coimecticut, 
381  U.S.  479, 493  (1965)  (Goldberg,  J. 
concurring). 

The  final  rule  regulates  commercial 
transactions  involving  tobacco  products 
to  limit  yotmg  people’s  access  to  them. 
Young  people  do  not  have  an 
imenumerated,  fundamental  right 
protected  by  the  Constitution  to  have 
commercial  access  to  tobacco  products. 


(See  Bowers  v.  Hardwick,  478  U.S.  186, 
190  (1986).)  Nor  does  the  agency  believe 
that  it  is  merely  a  specific  manifestation 
of  a  broader  ri^t.  Id.  at  199  (Blackmun, 
J.,  dissenting),  whether  styled  as  the 
right  to  privacy,  Griswold,  381  U.S.  at 
484-485,  or  to  be  let  alone,  Olmstead  v. 
United  States,  277  U.S.  438, 478  (1928) 
(Brandeis, ).,  dissenting),  or  to 
individual  autonomy,  Carey  y. 
Population  Services  Int’l,  431  U.S.  678, 
687  (1977). 

In  particular,  the  right  to  privacy  does 
not  protect  commercial  access  to 
tobacco  products  for  young  people, 
because  restricting  sales  of  addicting 
tobacco  products  to  young  people  “is 
within  the  area  of  governmental  interest 
in  protecting  public  health."  (See 
Rutherford  v.  United  States,  616  F.2d 
455, 457  (10th  Cir.),  (right  to  privacy 
does  not  include  access  to  laetrile)  cert, 
denied,  449  U.S.  937  (1980);  see  also 
Camohan  v.  United  States,  616  F.2d 
1120, 1122  (9th  Cir.  1980) 
(“ConstitutionaFrights  of  privacy  and 
personal  liberty  do  not  give  individuals 
the  right  to  obtain  laetrile  free  of  the 
lawful  exercise  of  government  police 
power");  United  States  v.  Horsley,  519 
F.2d  1264, 1265  (5th  Or.  1975),  (holding 
that  right  of  privacy  does  not  protect 
possession  of  marijuana  with  intent  to 
distribute)  cert,  denied,  424  U.S.  944 
(1976);  United  States  v.  Kiffer,  477  F.2d 
349, 352  (2d  Cir.)  (same),  cert,  dertied, 
414  U.S.  831  (1973).)  The  agency 
therefore  condudes  that  this  rule  does 
not  abridge  an  imenumerated, 
fundamental  right  reserved  to  the 
people  by  the  Ninth  Amendment  to  the 
Constitution. 

(5)  Several  comments  suggested  that 
comprehensive  regulations  were 
unnecessary.  Instead,  these  comments 
advocated  training  programs  for  retailers 
and,  more  spedfically,  for  retail  sales 
derks.  These  training  programs  would 
be  based  either  on  voluntary  efforts  by 
the  affected  industries  or  on  in-house, 
employee  training  programs.  A  few 
comments  argued  ^t  any  regulations  to 
restrict  access  to  dgarettes  and 
smokeless  tobacco  would  be  futile 
because  young  people  “would  get  the 
products  anyway." 

The  agency  di^grees  with  these 
comments.  The  preamble  to  the  1995 
proposed  rule  indicated  that 
informational  or  training  programs, 
alone  or  without  any  enforcement 
mechanisms,  have  limited  success  (60 
FR  41314  at  41322).  Given  the  health 
risks  caused  by  or  tissodated  with  these 
products  and  toe  evidence  that  current, 
voluntary  restrictions  on  youth  access 
are  ineffective,  FDA  believes  that  it 
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needs  to  develop  an  effective, 
mandatory  program  under  the  act  to 
restrict  young  people’s  access  to 
cigarettes  and  smokeless  tobacco.  The 
agency  cannot  and  should  not  abdicate 
its  public  health  responsibilities  in 
deference  to  volunt^  efforts  to  inform 
employees  or  other  parties  on  the  sale 
and  distribution  of  these  products,  given 
'  the  evidence  cited  in  the  preamble  to 
the  1995  proposed  rule  that  such 
programs  must  be  bolstered  by 
government  sanctions  and  measures  like 
^ose  in  subpart  B  of  part  897  in  order 
to  be  effective. 

(6)  Other  comments,  particularly 
those  submitted  by  a  few  State 
legislators,  claimed  that  States  should 
be  free  to  allocate  their  resources  as  they 
wished  so  that,  if  a  State  decided  not  to 
address  a  particular  issue,  such  as 
access  to  tobacco  products,  that  decision 
would  be  within  die  State’s  purview. 

In  contrast,  comments  submitted  by 
State  and  local  public  health  officials 
were  unanimous  in  rec Anmending 
strong  Federal  leadership  in  reducing 
young  people’s  access  to  cigarettes  and 
smolmless  tobacco. 

The  agency  believes  that  the 
comments  opposing  the  rule 
misinterpret  die  rule’s  scope  and 
applicadon.  The  rule  does  not  require 
States  to  enforce  any  provision,  nor  does 
it  require  States  to  tffiocate  resources  in 
any  manner.  FDA  will  enforce  the  rule 
as  it  does  any  other  rule,  by  using  FDA’s 
own  resources  or,  where  appropriate 
and  with  cooperation  from  State 
officials,  by  “commissioning”  State 
officials  to  perform  speci&c  functions  on 
the  agency’s  behalf.  FDA  is  authorized, 
imder  section  702(a)  of  the  act  (21 
U.S.C.  372),  to  conduct  examinations 
and  investigations  through  any  health, 
food,  or  drug  officer  or  employee  of  any 
State,  territory,  or  political  subdivision 
commissioned  as  an  officer  of  DHHS.  In 
most  cases,  a  commissioned  State  or 
local  government  official  is  authorized 
to  perform  one  or  more  of  the  following 
functions:  (1)  Conduct  examinations, 
inspections,  and  investigations  under 
the  act;  (2)  collect  and  obtain  samples; 
(3)  copy  and  verify  records;  and  (4) 
receive  and  review  official  FDA 
documents.  The  scope  of  the  official’s 
authority  depends  on  Ms  or  her 
qualifications,  and  the  commissioning 
process  involves  active  and  volimtary 
participation  by  States  in  identifying 
suitable  candidates  for  commissioning 


^FDA  Regulatory  Procedures  Manual,  DHHS, 
PHS,  Office  of  Regulatory  Athirs.  Office  of 
Enforcement,  Division  of  Compliance  Policy, 
Chapter  3,  p.  45,  August  1995. 


and  establishing  the  scope  of  the 
commissioned  official’s  duties. 

(7)  A  few  comments  claimed  that  the 
rule  would  create  friction  between 
States  and  the  Federal  Government 
because,  according  to  these  comments, 
FDA  would  be  interfering  in  State 
affairs.  Some  comments  dso  claimed 
that  the  rule  would  make  State  efforts 
less  effective  because  State  regulatory  or 
police  agencies  would  defer  to  FDA. 

In  contrast,  as  noted  above,  several 
State  attorneys  general  expressed  a 
different  view,  stating  that  the  rule 
would  strengthen  State  efforts  to  reduce 
cigarette  and  smokeless  tobacco  use 
among  young  people. 

The  agency  respectfully  disagrees 
with  those  comments  that  claim  FDA 
will  be  interfering  in  State  affairs  or  that 
the  rule  will  create  friction  or 
\mdermine  the  effectiveness  of  State 
officials.  *1110  agency  has  a  history  of 
cooperative  relations  with  State 
regulatory  officials.  For  example,  as 
mentioned  earlier,  section  702(a)  of  the 
act  authorizes  FDA  to  commission  State 
officials  to  perform  specific  functions  on 
FDA’s  beh^.  FDA  afeo  works  with 
State  officials  in  implementing  statutes 
such  as  the  Prescription  Drug  Marketing 
Act  of  1987,  the  Nutrition  Labeling  and 
Education  Act  of  1990,  and  the 
Mammography  Quality  Standards  Act  of 
1992.  Given  tUs  history  of  cooperation 
between  FDA  and  State  regulatory 
agencies,  FDA  does  not  agree  that  the 
rule  will  create  friction  between  FDA 
and  State  authorities  or  undermine  the 
effectiveness  of  State  officials. 

(8)  Many  comments  argued  that  the 
1995  proposed  rule  would  restrict  an 
adult’s  ability  to  purchase  or  select 
cigarettes  and  smokeless  tobacco. 
Several  asserted  that  regulations  would 
be  ineffective  because  yoimg  people 
would  obtain  cigarettes  and  smokeless 
tobacco  anyway.  Hence,  these 
comments  would  eliminate  all 
provisions  intended  to  reduce  a  young 
person’s  access  to  these  products. 

hi  contrast,  many  comments 
supported  the  rule,  stating  that  it  would 
reduce  a  young  person’s  easy  access  to 
and  opportunity  for  early 
experimentation  with  cigarettes  and 
smokeless  tobacco,  help  reduce  the  use 
of  those  products  by  yoimg  people,  and 
prevent  yotmg  people  from  suffering 
adverse  health  effects  associated  with 
using  these  products. 

The  agency  agrees  that  the  rule  may 
have  an  incidental  effect  on  an  adult’s 
ability  to  purchase  cigarettes  or 
smokeless  tobacco,  but  FDA  emphasizes 
that  the -rule’s  benefits  far  outweigh  any 
inconvenience  to  adults.  FDA  has 


narrowly  focused  the  rule  to  address 
those  activities  and  practices  that  are 
especially  appealing  to,  or  used  by, 
yoimg  people  and  to  preserve,  to  the 
fullest  extent  practicable,  an  adult’s 
ability  to  pimdiase  these  products.  Any 
inconvenience  to  adults  ^ould  be 
slight.  For  example,  although  the  final 
rule  eliminates  self-service  displays  for 
cigarette  packages  in  facilities  that  are 
accessible  to  young  people,  the  limited 
amount  of  time  spent  in  requesting  and 
receiving  a  cigarette  pack  fi^m  a  retail 
clerk  should  not  result  in  hardship  on 
adults.  The  agency  has  also  amended 
the  rule,  as  discussed  in  section  IV.E.  of 
this  document  to  retain  specific  modes 
of  sale  that  are  restricted  to— or  used 
almost  exclusively  by — adults.  These 
amendments  respond  to  comments  frnm 
adult  consumers  and  retailers  that 
young  people  cannot  or  do  not  use 
certain  modes  of  sale  and  so  those 
modes  of  sale  should  remain  available 
to  adults. 

(9)  Several  comments  argued  that  the 
1995  proposed  rule  “intruded”  on 
private  life  or  “discriminated”  against 
adult  cigarette  and  smokeless  tobacco 
users. 

In  contrast,  other  comments  agreed 
that  FDA  has  jurisdiction  over  cigarettes 
and  smokeless  tobacco  and  that  the  rule 
was  an  appropriate  exercise  of  FDA’s 
authority  and  properly  focused  on 
curtailing  access  by  young  people. 
Several  comments  suggested  amending 
the  rule  to  add  restrictions  for  adults,  to 
ban  smoking,  or  to  provide  information 
to  help  all  smokers  to  stop  smoking. 

As  stated  earlier,  the  agency  has 
drafted  the  rule  as  ncurowly  as  possible 
to  restrict  the  sale  and  distribution  of 
these  products  to  children  and 
adolescents,  while  preserving  adults’ 
ability  to  purchase  the  products. 

As  for  extending  the  rule  to  include 
adults  or  to  ban  smoking,  FDA  declines 
to  adopt  the  comments’  suggestion.  As 
discussed  in  section  in.  A-  of  this 
document,  the  President,  and  the  agency 
in  its  preamble  to  the  1995  proposed 
rule,  have  stated  that  removing 
cigarettes  and  smokeless  tobacco  from 
the  market  would  not  be  in  the  best 
interests  of  the  public  health.  The 
agency  adheres  to  this  position. 

(10)  Many  comments  urged  FDA  to 
refrain  from  rulemaking  and  instead  rely 
on  voluntary,  manufecturer-developed 
or  retailer-developed  programs,  sudi  as 
“Action  Against  Access,”  “It’s  the 
Law,”  and  “We  Card,”  to  prevent  sales 
to  yoimg  people.  Some  would  require 
retailers  and  their  employees  to  be 
trained  to  comply  with  existing  State 
and  local  laws.  Several  large  retail 
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chains  described  the  programs  they 
already  have  in  place. 

Other  comments  expressed  skepticism 
about  such  programs  and,  therefore, 
strongly  supported  FDA’s  rulemaking 
activities. 

The  agency  declines  to  rely  solely  on 
voluntary,  manufacturer-  or  retailer- 
,  developed  programs  to  prevent  sales  to 
yoimg  people.  The  agency  is  regulating 
cigarettes  and  smokeless  tobacco  as 
devices  imder  the  act.  Voluntary 
programs  cannot  serve  as  a  substitute  for 
such  regulation  and  do  not  provide 
many  of  the  safeguards  that  the  act 
provides. 

As  for  retailer  programs  to  train 
employees  not  to  sell  cigarette  and 
smokeless  tobacco  to  young  people, 

FDA  believes  that  suc^  training  efforts 
will  help  retailers  comply  with  their 
obligations  under  §  897.14.  However, 
retailer  training  programs,  alone,  will 
not  be  as  effactive  as  the  rule’s 
comprehensive  approach  because  such 
training  would  not  affect  certain 
activities  (such  as  firee  samples  and 
advertising)  that  are  used  by  or  appeal 
to  young  people. 

Similarly,  volimtary,  manufacturer- 
developed  programs  are  not  sufficient  to 
prevent  sales  to  yovmg  people.  Such 
programs  piuport  to  deter  yoimg  people 
from  using  cigarettes  or  smokeless 
tobacco  imtil  they  reach  legal  age,  but 
often  omit  retail  activities  or  impose  no  • 
sanctions  if  a  volimtary  code  or 
provision  is  violated.  For  example,  one 
comment  supported  the  rule,  in  part, 
because  a  ret^er  gave  the  author,  when 
he  was  15  years  old,  and  other  children 
free  cigarettes.  A  manufacturer- 
developed  program  might  not  be 
effective  at  curtailing  such  practices  by 
retailers,  whereas  the  rule  bars 
distribution  of  free  samples  by 
manufacturers,  distributors,  and  ' 
retailers. 

(11)  One  comment  suggested 
amending  the  rule  to  include 
advertisers. 

FDA  declines  to  amend  the  rule  as 
suggested  by  the  comment.  The  agency’s 
authority  attaches  to  the  product  and 
those  responsible  for  its  manufacture, 
distribution,  or  sale  in  interstate 
commerce.  Advertisers  do  not  have 
control  over  the  products  and 
presumably  act  at  the  direction  of 
manufacturers,  distributors,  and 
retailers.  If  an  advertisement  violated 
the  requirements  of  this  part,  the  agency 
would  hold  the  appropriate 
manufactiirer,  distributor,  or  retailer 
responsible  for  the  violative 
advertisement. 


(12)  One  comment  argued  that 
cigarettes  should  be  sold  by  prescription 
o^y.  Other  comments  opposing  the  rule 
predicted  that  the  agency  would  require 
prescriptions. 

The  agency  declines  to  amend  the 
rule  to  require  prescriptions.  Such  a 
requirement  would  unduly  affect  adults 
and  retailers  and,  FDA  expects  that  the 
more  narrowly  tailored  provisions  in 
subpart  B  of  part  897  will  adequately 
restrict  young  people’s  access  to  these 
products. 

(13)  One  comment  criticized  the  1995 
proposed  rule  for  not  restricting  where 
cigarettes  and  smokeless  tobacco  may  be 
sold.  The  comment  said  that  pharmacies 
and  health  care  facilities  often  sell  these 
products  and  that  such  sales  imdermine 
the  credibility  of  health  warnings 
related  to  these  products.  The  comment 
suggested  that  FDA  prohibit 
“inappropriate  places’’  from  selling 
these  products. 

FDA  declines  to  amend  the  rule  as 
suggested  by  the  comment.  The  agency 
has  no  information  or  criteria  that 
would  permit  it  to  determine  whether 
certain  places  or  types  of  establishments 
are  not  “appropriate’’  for  selling 
cigarettes  and  smokeless  tobacco. 

B.  General  Responsibilities  of 
Manufacturers,  Distributors,  and 
Retailers  (§  897.10) 

Proposed  §  897.10  would  have 
required  each  manufactiuer,  distributor, 
and  retailer  to  be  responsible  for 
ensuring  that  the  cigarettes  or  smokeless 
tobacco  that  it  “manufactures,  labels, 
advertises,  packages,  distributes,  seUs, 
or  otherwise  holds  for  sale’’  comply 
with  the  requirements  in  part  897.  FDA 
proposed  tlds  provision  setting  forth 
these  general  responsibilities  as  part  of 
the  agency’s  comprehensive  program  to 
reduce  young  people’s  access  to 
cigarettes  and  smokeless  tobacco. 
Through  this  provision  FDA  intended  to 
ensvue  that  these  products,  from  the 
time  of  their  manufacUire  to  the  time  of 
their  piurchase,  comply  with  part  897 
and  tMt  manufacturers,  distributors, 
and  retailers  appreciate  their  roles,  and 
carry  out  their  legal  responsibilities  to 
reduce  the  accessibility  and  appeal  of 
these  products  to  young  people.  The 
final  nile  retains  §  897.10  without  any 
significant  changes. 

414)  Many  comments  interpreted 
proposed  §  897.10  as  imposing  strict 
liability  on  manufacUuers,  distributors, 
and  retailers.  Generally,  these  comments 
interpreted  the  1995  proposed  rule  as 
making  a  party  responsible  for 
violations  committed  by  another  party, 
even  if  the  former  was  imaware  that  the 


violation  had  been  committed  by  the 
latter.  Some  comments  asserted  that  the 
agency  cannot  impose  such  vicarious 
liability,  \mder  these  comments’ 
interpretation  of  United  States  v. 
Dotterweich,  320  U.S.  277  (1943),  and 
United  States  v.  Park,  421  U.S.  658 
(1975).  One  comment  acknowledged 
that  proposed  §  897.10,  when  read 
literally,  would  not  hold  parties 
responsible  for  acts  committed  by  other 
parties,  but  nevertheless  claimed  that, 
despite  such  language,  FDA  would  hold 
manufacturers,  distributors,  and 
retailers  liable  for  any  action  committed 
by  any  party. 

The  agency  believes  that  the 
comments  have  misinterpreted  §  897.10. 
Section  897.10  holds  manufactvurers, 
distributors,  and  retailers  responsible 
for  their  own  actions;  it  does  not  require 
any  party  to  ensure  that  another  party 
complied  with  the  regulations,  nor  does 
it  hold  a  party  responsible  criminally  or 
dviUy  for  actiond  that  it  did  not  commit 
or  about  which  it  had  no  responsibility 
under  the  act  and  no  knowl^ge.  This 
is  the  most  logical  and  straightforward 
interpretation  of  $  897.10,  and,  as  stated 
earlier,  the  provision  states  that  “each 
manufacturer,  distributor,  and  retailer  is 
responsible  for  ensuring  that  the 
cigarettes  and  smokeless  tobacco  it 
manufactures,  labels,  advertises, 
packages  *  *  *  comply  with  all 
applicable  requirements  under  this 
part’’  (emphasis  added).  The  word  “it” 
refers  to  the  individual  manufacturer, 
distributor,  or  retailer,  while  the  word 
“applicable”  signifies  that  a  party, 
depending  on  the  circumstances,  is 
subject  oidy  to  those  requirements  for 
which  that  party  is  responsible.  This 
issue  is  discuss^  in  greater  detail  later 
in  this  section  of  the  document. 

In  determining  which  party  may  be 
responsible  for  a  regulatory  violation, 
FDA  will  examine  where  and  when  the 
violation  occurred.  For  example, 

§  897.14(d),  among  other  things, 
prohibits  retailers  fiom  opening  any 
cigarette  package  and  selling  individual 
cigarettes.  If  a  retailer,  on  its  own 
initiative,  opened  a  package  and  sold 
single  cigarettes,  without  the  knowledge 
of  a  manufacturer  or  distributor,  only 
the  retailer  would  be  responsible 
because  only  the  retailer  engaged  in 
actions  that  violated  the  requirements  in 
this  part.  However,  if  the  manufacturer 
or  distributor  supplied  single  cigarettes 
to  the  retailer— contrary  to  §  897.18(b) 
which  establishes  a  minimum  package 
size  for  cigarettes — and  the  retailer  sold 
the  single  cigarettes,  or  if  the 
manufacturer  or  distributor  knew  or  had 
reason  to  know  that  the  retailer  sold 
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single  cigarettes  and  continued  to 
provide  cigeurettes  to  the  retailer,  the 
manufacturer  or  distributor,  as  well  as 
the  retailer,  would  be  subject  to 
regulatory  action.  The  manufacturer  or 
distributor  would  have  violated 
§  897.16(b)  and  assisted  in  violating 
§  897.14(d),  while  the  retailer  would  be 
in  violation  of  §  897.14(d).  In  sum,  each 
manufacturer,  distributor,  and  retailer  is 
responsible  for  ensuring  that  its 
prc^ucts  (whether  it  manufactiues, 
labels,  advertises,  packages,  distributes, 
sells,  or  otherwise  holds  them  for  sale) 
comply  with  all  requirements 
applicable  to  it  and  its  products.  As 
such,  §  897.10  does  not  create  the 
problems  that  the  comments  suggested 
it  does. 

(15)  Several  comments  objected  to 
proposed  §  897.10  because  it  would 
have  each  manufacturer,  distributor, 
and  retailer  responsible  for  ensuring 
compliance  with  the  regulatory 
requirements  in  part  897.  These 
comments  interpreted  the  provision  as 
having  the  affected  industries,  rather 
than  Federal  or  State  Governments, 
determine  compliance.  One  comment 
also  asserted  that  the  imposition  of  such 
responsibility  on  private  persons  is  a 
violation  of  the  Due  Process  Clause  of 
the  Fifth  Amendment,  which  prevents 
unreasonable  delegations  of 
governmental  authority.  Several 
comments  added  that  manufacturers, 
distributors,  and  retailers  should  not 
“spy”  on  each  other  to  ensure 
compUance.  One  conunent  said  that  the 
rule  would  create  a  “hidden 
enforcement  tax.” 

FDA  believes  that  the  comments 
objecting  to  §  897.10  have 
misinterpreted  its  application.  Section 
897.10  does  not  make  manufacturers, 
distributors,  or  retailers  solely 
responsible  for  ensuring  compliance 
with  the  regulations  nor  does  it  alter  or 
affect  any  Federal  or  State  enforcement 
mechanism.  Section  897.10  is  intended 
to  remind  manufactiurers,  distributors, 
and  retailers  that  they  are  responsible 
for  complying  with  the  regulations  that 
are  appUcable  to  them.  FDA  remains 
primarily  responsible,  as  it  does  for 
most  FDA  regulations,  for  determining 
whether  parties  comply  with  the 
regulations.  States,  of  coiu^,  remain 
to  enforce  applicable  State  laws 
relating  to  these  products. 

(16)  One  comment  asserted  that 
proposed  §  897.10  would  impose 
vicarious  liability  in  violation  of  the 
Eighth  Amendment’s  Excessive  Fines 
Clause. 

As  previously  discussed,  §  897.10 
does  not  impose  the  sort  of  vicarious 


Uability  on  manufacturers  or 
distributors  that  the  coirunents 
suggested  it  does.  The  Excessive  Fines 
Clause  of  the  Eighth  Amendment  states 
that  “excessive  fines  [shall  not  be] 
imposed.”  Here,  neither  §  897.10  nor 
any  other  provision  of  the  final  rule 
imposes  an  excessive  fine  or  any  fine  at 
all.  Moreover,  whether  a  fine  is 
excessive  in  a  particular  case  requires  a 
close  analysis  of  the  facts  of  that  case. 
(See,  e.g..  United  States  v.  One  Parcel 
Property  Located  at  427  and  429  Hall 
Street,  Montgomery.  Montgomery 
County,  Alabama,  74  F.3d  1165, 1170- 
73  (11th  Cir.  1996)  (adopting  and 
applying  proportionality  test  to  in  rem 
civil  forfeiture);  United  States  v. 
Chandler,  36  F.3d  358,  365-66  (4th  Cir. 
1994)  (adopting  and  applying  three-part 
instrumentality  test  to  in  rem  civil 
forfeitiire)  cert,  denied,  115  S.Ct.  1792 
(1995).) 

(17)  A  few  comments  implied  that 
manufacturers  should  be  excluded  fit)m 
§  897.10,  stating  that  retailers,  rather 
than  manufacturers,  should  be 
responsible  for  preventing  sales  to 
young  people. 

The  agency  declines  to  amend  the 
rule  to  exclude  manufactiuers.  The 
preamble  to  the  1995  proposed  rule 
demonstrated  how  certain  practices  by 
manufacturers,  such  as  the  distribution 
of  fiee  samples,  offer  yoimg  people  easy 
and  inexpensive  access  to  cigarettes  and 
smokeless  tobacco.  (See  60  FR  41314  at 
41326  (fiee  Samples).)  FDA  received 
several  comments  that  reinforced  these 
views,  such  as  comments  from  a  12-year 
old  recounting  how  his  classmate 
acquired  fiee  cigarettes  firom  a 
manufactvirer,  and  a  mother  whose  14- 
year  old  daughter  and  fiiends  attributed 
their  cigarette  use  to  free  samples 
obtained  from  manufacturers.  Thus, 
manufacturers  play  a  critical  role  in 
making  cigarettes  and  smokeless 
tobacco  accessible  and  appealing  to 
yoimg  people. 

In  addition,  because  cigarettes  and 
smokeless  tobacco  are  products  subject 
to  the  act,  regulation  of  these  products 
properly  follows  them  from  the  time  of 
their  manufrcture  to  their  sale  to  the 
consumer.  Focusing  solely  on  the  sale  of 
these  products  to  consumers  would 
deprive  the  agency  of  any  ability  to 
address  problems  that  may  exist  at  the 
manufacturer  or  distributor  level.  For 
example,  if  products  were  incorrectly 
packaged  or  labeled,  a  rule  that 
concentrated  solely  on  retail  sales  might 
permit  FDA  to  restrict  sales  of  those 
products,  but  might  not  permit  FDA  to 
require  the  manufacturer  to  package  or 
lal^l  those  products  correctly. 


(18)  Two  comments  would  amend  the 
rule  to  exempt  manufacturers  that  had 
1  or  2  percent  of  the  cigarette  or 
smokeless  tobacco  product  market.  One 
comment  came  firom  an  association  of 
specialty  tobacco  companies  that  either 
manufrcture  or  import  specialty 
cigarettes  and  other  tobacco  pr^ucts. 

The  comment  claimed  that  speciadty 
cigarettes  accoimt  for  a  very  small 
fiaction  (approximately  400  million 
cigarettes)  of  the  total  cigarettes  market, 
are  sold  at  higher  retail  prices  compared 
to  domestic  cigarettes  (^m  $1.75  for  10 
Indonesian  cigarettes  to  $4.00  for  20 
German  cigarettes),  and  are  sold  in 
shops  that  young  people  normally  do 
not  frequent.  The  comment  also  stated 
that  the  rule  would  have  an  adverse 
effect  on  foreign  products  (particularly 
products  in  packages  containing  less 
than  20  cigarettes),  that  the  companies 
had  little  control  over  foreign 
manufactiirers,  and  that  companies 
would  go  out  of  business  or  be  adversely 
affected  by  the  rule.  The  comment 
sought  an  exemption  either  for  firms  or 
brands  that  have  1  percent  or  less  of  the 
total  cigarette  market  in  the  United 
States.  The  comment  explained  that  an 
exemption  would  be  equitable  because, 
the  comment  asserted,  there  is  no 
evidence  that  speciality  cigarettes 
contribute  to  imderage  smoking,  and 
would  also  be  consistent  with  an 
exemption  granted  by  the  Federal  Trade 
Commission  (FTC)  for  rotating  cigarette 
label  warnings  and  regulations  by  the 
U.S.  Department  of  Agriculture  (USDA) 
defining  a  “domestic  manufacturer  of 
cigarettes”  for  assessing  payments  under 
the  Agric\iltural  Adjustment  Act  of 
1938. 

The  other  comment  came  from  a  firm 
whose  sales  focvised  primarily  on 
smokeless  tobacco,  with  the  remainder 
devoted  to  cigars  and  “smoking 
tobaccos.”  The  company  said  that  it  had 
approximately  1  percent  of  the 
smokeless  tobacco  market  and  is  the 
sixth  largest  smokeless  tobacco  product 
manufacturer.  The  comment  sought  an 
exemption  for  companies  with  market 
shares  under  2  percent  because  it 
claimed  the  rule  would  “soimd  the 
death  knell”  for  small,  family-owned 
businesses. 

Both  comments  indicated  that  80  to 
90  percent  of  their  sales  occtirred 
through  the  mail. 

The  agency  declines  to  accept  the 
comments’  suggestions  to  create  an 
exemption  based  solely  on  market  share. 
The  agency  believes  that  subjecting 
similar  or  identical  products  to  the  same 
statutory  and  regulatory  standards  is 
both  practical  and  fair  to  manufacturers 
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and  consumers.  A  consxuner  should  be 
able  to  expect  that  similar  or  identical 
products  made  by  different 
manufacturers  will  be  regulated  in  the 
same  fashion.  Similarly,  manufacturers 
will  not  be  unfairly  advantaged  or 
disadvantaged  if  they  are  all  subject  to 
the  same  statutory  and  regulatory 
requirements.  For  example,  the  final 
rule  prohibits  the  distribution  of  fiee 
samples.  This  restriction  applies 
regardless  of  a  manufacturer’s  market 
share  and,  aside  fiom  eliminating  a  fiee 
source  of  cigarettes  and  smokeless 
tobacco  that  people  use,  also  treats 
manufacturers  equally. 

FDA  is  not  persuaded  by  one 
comment’s  suggestion  that  an 
exemption  would  be  consistent  with 
actions  taken  by  other  agencies.  FTC’s 
exemption  is  based  on  statutory 
language  at  IS  U.S.C.  1333(c)(2)(A)(i) 
and  is  limited  to  changes  in  the  label 
rotation  sequence;  in  other  words,  the 
exemption  does  not  relieve  the 
manufacturer  fiom  placing  warning 
statements  on  its  packages.  USDA’s 
regulation  pertaining  to  “domestic” 
manufacturers  is  based  on  statutory 
language  at  7  U.S.C.  1301(b)(17)  as  part 
of  the  Agricultural  Adjustment  Act  of 
1938  that  was  designed,  among  other 
things,  to  create  an  incentive  for 
domestic  manufacturers  to  use  domestic 
tobacco  leaf.  'Thus,  neither  the  FTC  nor 
USDA  statutes  or  regulations  were 
intended  to  relieve  foreign  products 
from  substantive  requirements  or  to 
regulate  foreign  manufacturers. 

As  for  the  comments’  assertions  that 
their  products  are  either  not  used  by  or 
accessible  to  yovmg  people,  the  agency 
has  amended  the  rule  to  permit  specific 
modes  of  sale,  including  mail  order 
sales,  that  young  people  cannot  or  do 
not  use.  The  agency  ^d  not  amend  the 
rule,  however,  to  exclude  cigarettes  and 
smokeless  tobacco  or  brands  that  yoimg 
people  do  not  appear  to  use  or  purchase. 
It  would  be  inappropriate  to  exempt  a 
particular  brand  or  specialty  product 
simply  because  a  manufacturer  claims 
young  people  do  not  purchase  that 
product.  CThe  agency  also  notes  that  the 
$1.75  price  charged  for  10  Indonesian 
cigarettes  is  lower  than  the  price 
charged  for  some  domestic  brands  and 
creating  an  exemption  for  a  low  cost 
cigarette  product  in  a  “kiddie  pack”  size 
would  be  contrary  to  the  rule’s 
purpose.) 

Additionally,  FDA  traditionally 
classifies,  as  a  group,  device  products 
that  are  sufficiently  similar  so  that  they 
can  be  considered  the  same  type  of 
device  for  purposes  of  applying  the 
regulatory  controls  in  the  act  (see 


§  860.3(i)  (21  CFR  860.3(i))  (definition  of 
“generic  type  of  device”),  using  the 
cumulative  evidence  from  several 
manufacturers.  Reclassification  of  one 
product  of  a  particular  type  results  in 
the  reclassification  of  the  entire  group. 
(See  42  FR  46028,  September  13. 1977; 
and  43  FR  32988  July  28. 1978.)  The 
alternative  would  require  FDA  to 
classify  individually  each 
manufacturer’s  device,  and  to  undertake 
the  classification  process  whenever  a 
new  manufacturer  marlceted  a  product 
within  an  already  identified  device 
type.  Thus,  FDA  applies  the  same 
re^atory  requirements  to  all  devices 
within  an  identified  device  type  that  are 
substantially  equivalent  to  one  another. 
'This  approach  is  necessary  to  provide 
similar  regulatory  treatment  for 
essentially  identical  products  of 
different  manufacturers  and  distributors 
(42  FR  46028  at  46031;  and  43  FR  32988 
at  32989). 

Additionally,  assuming  that  the  rule 
effectively  restricts  a  yoimg  person’s 
access  to  cigarettes  and  smokeless 
tobacco,  it  is  reasonable  to  assume  that 
a  young  person  would  turn  to 
alternative  products,  such  as  foreign 
cigarettes  that  the  comment  would 
exempt.  Consequently,  the  agency 
declines  to  exempt  products  with  small 
market  shares  from  the  rule. 

(19)  FDA  received  several  comments 
fiom  wholesalers  or  distributors  arguing 
that  they  should  be  exempt  fiom  the 
1995  proposed  rule,  particularly 
proposed  §  897.10,  because  they  are 
unable  to  affect  the  actions  of 
manufacturers  and  retailers.  Several 
comments  asserted  that  wholescders  and 
distributors  are  “merely  a  conduit”  for 
transferring  products  fiom 
manufacturers  to  retailers  and  have 
small  staffs  that  would  be  imable  to 
comply  with  all  requirements  in  part 
897.  According  to  these  comments,  a 
wholesaler  or  distributor  would  either 
have  to  hire  additional  staff  to  ensure 
that  products  complied  with  all 
applicable  requirements  or  be  without 
sufficient  staff  to  ensure  that  tdl 
products  supplied  to  all  retailers 
complied  with  the  regulations.  Several 
comments  added  that  requiring 
wholesalers  and  distributors  to  maintain 
records,  submit  reports  to  FDA,  and  be 
subject  to  inspection  by  FDA  would 
wa^e  the  wholesaler’s  or  distributor’s 
resources  and  provide  FDA  with  little  or 
no  useful  information.  A  minority 
expressed  confusion  as  to  their 
obligations  if  they  relabel  cigarettes  or 
smokeless  tobacco. 

The  agency  believes  that  the 
comments  misinterpret  §  897.10.  The 


provision  states  that  a  distributor  would 
be  responsible  for  ensuring  that  the 
cigarettes  or  smokeless  tobacco  that  it 
manufactures,  labels,  advertises, 
packages,  distributes,  sells,  or  otherwise 
holds  for  sale  complies  with  all 
applicable  requirements.  For  example, 
the  reporting  requirement  in  proposed 
§  897.40  vfas  directed  at  manufacturers. 
Consequently,  distributors  would  not 
have  b^n  required  to  submit  reports  to 
FDA  under  §  897.40.  (Moreover,  as 
discussed  in  section  Vni.  of  this 
document,  FDA  has  deleted  §  897.40 
and  exempted  distributors  from  the 
registration  and  listing  requirements  in 
part  807.  Distributors  are,  however, 
subject  to  other  reporting  requirements, 
such  as  medical  device  ffistributor 
reports  under  part  804.)  However,  if  a 
distributor  acts  in  a  manner  that  is 
outside  the  definition  of  distributor  in 
§  897.3,  it  may  alter  its  regulatory  status 
and  become  subject  to  other  provisions 
in  this  part.  For  example,  a  ifistributor 
who  relabels  cigarettes  would,  for  those 
relabeled  products,  become  a 
“manufacturer”  under  this  rule  and  be 
subject  to  those  provisions  pertaining  to 
manufacturers.  Section  897.3  defines  a 
manufacturer,  in  part,  as  any  person, 
including  any  repacker  and/or  relabeler, 
who  manufactures,  fabricates, 
assembles,  processes,  or  labels  finished 
cigarettes  or  smokeless  tobacco. 

(20)  Several  comments  would  exempt 
distributors  from  the  rule  because,  the 
comments  claimed,  the  1995  proposed 
rule  set  forth  little  or  no  evidence  to 
justify  regulating  distributors. 

FDA  declines  to  exempt  distributors 
firom  the  rule.  The  agency  reiterates  that 
it  is  regulating  cigarettes  and  smokeless 
tobacco  imder  its  drug  and  device 
authority,  and  that,  as  it  does  for  other 
FDA  related  products,  FDA’s  rule 
follows  the  products  from  the  time  of 
their  manufacture  to  the  time  of  their 
sale.  Wholesale  or  distribution 
operations  must  be  included  in  any 
effective  regulatory  system  because 
products  can  be  contaminated,  diverted 
into  illegal  channels,  or  otherwise 
adulterated  or  misbranded  at  the 
wholesale  or  distribution  level  just  as 
they  can  at  the  manufacturing  and  retail 
levels. 

(21)  Many  comments  asserted  that, 
rather  than  impose  responsibilities  on 
manufacturers  and  distributors,  FDA 
should  limit  the  rule  to  requiring  that 
retailers  verify  the  age  of  persons 
purchasing  cigarettes  and  smokeless 
tobacco,  libese  comments  claimed  that 
no  other  regulatory  provisions  vould  be 
necessary  if  retailers,  or  their  sales 
clerks,  verified  the  purchaser’s  age. 
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FDA  declines  to  exclude 
inanufactuiers  and  distributors  from  the 
rule.  As  stated  earlier  in  section  FV.B.  of 
this  document,  cigarettes  and  smokeless 
tobacco  are  products  subject  to 
regulation  imder  the  act,  and,  as  a 
result,  the  rule  follows  the  products 
from  the  time  of  their  mamifacture, 
through  storage  and  distribution,  to 
product  sale  at  the  consumer  level. 
Excluding  manufacturers  and 
distributors  would  compromise  FDA’s 
abiUty  to  ensure  that  these  products  are 
not  accessible  or  appealing  to  young 
people.  Manufacturers  engage  in 
activities,  such  as  advertising,  labeling, 
and  distributing  samples,  that  make 
cigarettes  and  smokeless  tobacco 
accessible  and/or  appealing  to  yoimg 
people.  Distributors  channel  products 
from  manufacturers  to  retailers,  and  sc 
the  rule  includes  distributors  to  ensure, 
among  other  things,  that  the  products  do 
not  b^ome  adiilterated  or  misbranded 
while  held  by  distributors. 

(22)  FDA  received  many  comments 
from  retailers  stating  that  FDA 
regulation  was  unnecessary  because 
retailers  train  their  staffs  to  request 
proof  of  age  or  have  taken  other  steps  to 
prevent  sales  to  young  people. 

The  preamble  to  the  1995  proposed 
rule  provided  reasons  for  not  relying  on 
retailer  training  programs  alone.  The 
preamble  to  the  1995  proposed  rule 
cited  a  report  by  26  State  attorneys 
general  stating  that  industry  training 
films  and  reti^ers’  programs  have  not, 
on  their  own,  prevented  illegal  sales  to 
yoimg  people  and  that,  in  some  retail 
sectors,  high  employee  turnover  rates 
complicate  training  efforts  (60  FR 
41314  at  41323).  The  preamble  to  the 
1995  proposed  rule  also  cited  studies 
showing  that  significant  munbers  of 
young  people  are  not  asked  to  verify 
their  age  when  purchasing  cigarettes  or 
smokeless  tobacco  and  that,  in  some 
cases,  retail  clerks  even  encovuraged  the 
yoimg  person’s  purchase  by  suggesting 
cheaper  brands  or  offering  to  make  up 
the  difference  in  the  purchase  price  if 
'the  young  person  lacked  sufficient 
funds  (60  FR  41314  at  41323).  FDA 
received  some  comments  that  further 
illustrated  the  ease  with  which  young 
people  can  purchase  these  products;  for 
example,  one  comment  reflected  on  the 
author’s  own  practice,  at  age  11,  of 
purchasing  cigarettes  by  saying  “They 
are  for  my  Mom.’’  Thus,  while  training 
retail  clerks  to  request  proof  of  age 
should  help  curtail  a  young  person’s 
access  to  cigarettes  and  smoWess 
tobacco,  the  reports  and  studies  cited  in 
the  1995  proposed  rule,  as  well  as  the 
personal  experiences  reflected  in  some 


comments,  suggest  that  additional 
measures  are  necessary  to  reduce  a 
young  person’s  access  to  these  products. 

(23)  Several  comments  firom  retailers 
claimed  that  the  1995  proposed  rule 
violated  their  “right”  to  sell  products  or 
arrange  their  stores  in  any  manner  they 
wish^.  Many  comments  added  that,  if 
retailers  are  subject  to  the  rule,  many 
retailers  will  lose  sales  and  fees 
associated  with  cigarettes  and  smokeless 
tobacco  and  could  be  forced  to  fire  staff. 
One  comment  further  stated  that  this 
would  actually  harm  young  people 
because  the  retailer  would  fire  its 
newest  staff,  and  such  staff  employees 
are  usually  young  people.  Conversely, 
some  comments  claimed  that,  in  order 
to  comply  with  the  rule,  retailers  would 
be  obhged  to  hire  additional  staff. 

In  contrast,  FDA  received  two 
comments  denying  that  retailers  would 
lose  slotting  or  promotional  fees.  (Some 
manufacturers  pay  retailers  to  display 
their  products  (often  referred  to  as 
“slotting  fees”)  in  a  specific  fashion  or 
to  display  signs  or  other  materieds 
provided  by  the  manufacturer.)  One 
comment,  based  on  experience  in  an 
area  in  northern  CaUfomia  where  self- 
service  displays  were  prohibited,  stated 
that  retailers  did  not  suffer  significant  . 
economic  losses  after  the  displays  were 
banned.  Another  comment  opined  that 
manufacturers  would  still  have  an 
incentive  to  offer  slotting  fees  or 
allowances  to  retailers  to  ensure 
advantageous  placement  of  their 
products  behind  the  counter. 

FDA  disagrees  with  the  comments 
asserting  an  unrestricted  “right”  to  sell 
products.  Section  520(e)  of  ^  act  (21 
U.S.C.  360j(e))  states,  in  part,  that  the 
agency  may  require  that  a  device  be 
restricted  to  sale,  distribution,  or  use 
upon  such  conditions  as  the  agency  may 
prescribe  by  regulation.  Because  FDA 
has  determined  that  these  products 
should  be  regulated  as  restricted 
devices,  the  act  authorizes  FDA  to 
impose  controls  on  their  sale  and 
distribution.  The  agency  further  notes 
that,  in  addition  to  restrictions 
authorized  under  the  act,  other 
consumer  products  are  sold  subject  to 
various  restrictions.  For  example,  under 
23  U.S.C.  158(a)(1),  the  “national 
minimum  drinking  age”  is  21  years,  and 
the  Secretary  of  Transportation  is 
authorized  to  withhold  certain  highway 
funds  frem  States  that  have  a  lower 
minimum  age.  Federal  law  expressly 
prevents  licensed  importers, 
manufacturers,  dealers,  and  collectors 
fix>m  selling  firearms  and  ammunition  to 
any  individual  that  the  licensee  knows 
or  has  reasonable  cause  to  believe  to  be 


under  18  years  old  (except  in  specific, 
limited  cases),  or,  if  the  firearm  is  not  . 
a  shotgun  or  rifle,  prohibits  sales  to 
individuals  under  21  years  of  age  (18 
U.S.C.  922(b)). 

Thus,  there  is  no  unfettered  or 
unrestricted  “right”  to  sell  consumer 
products.  Instead,  products  are  often 
sold  subject  to  conditions  or 
restrictions,  including  those  based  on 
age,  that  are  designed  to  protect  the 
integrity  of  the  product,  to  protect  users 
or  other  members  of  the  pubUc,  or  to 
prevent  the  product  finm  reaching 
certain  groups  of  people. 

FDA  ^so  disagrees  with  those 
comments  predicting  that  the  rule  will 
result  in  lower  sales  and  fees  and 
compiel  retailers  to  lay  off  staff.  Insofar 
as  retailers  are  concerned,  the  rule  does 
not  affect  sales  to  adults.  It  is  intended 
to  eliminate  illegal  sales  to  young 
people.  Thus,  for  a  retailer  to  assert  that 
the  rule  will  reduce  its  sales  revenue  so 
much  as  to  require  staff  reductions, 
illegal  sales  would  necessarily  have  to 
play  a  significant  role  in  funding  staff 
positions. 

With  respect  to  fees,  the  agency 
cannot  determine  whether 
manufacturers  will  discontinue  paying 
slotting  fees  or  other  allowances  to 
retailers  as  a  result  of  the  rule.  The 
preamble  to  the  1995  proposed  rule  did 
estimate  that  industry  promotional 
allowances  totaled  approximately  $1.6 
billion  in  1993,  or  $2,600  per  retailer  if 
the  sum  is  evenly  distributed  among  the 
estimated  600,000  retail  outlets  (60  FR 
41314  at  41369).  FDA  does  note, 
however,  that  some  comments 
supported  the  agency’s  position  that 
retailers  will  not  suffer  significant 
economic  losses.  One  study  cited  in  the 
preamble  to  the  1995  proposed  rule 
stated  that,  “in  the  absence  of 
advertising  and  promotion  outlets  *  *  * 
the  cigarette  industry  may  be  expected 
to  provide  greater  incentives  to  retailers 
to  provide  more  and  better  shelf  space 
for  their  brands  in  order  to  provide 
availabiUty  to  the  buyer  in  the  store”  (60 
FR  41314  at  41369).  Thus,  while  some 
manufacturers  might  stop  paying 
slotting  fees,  others  might  continue 
paying  those  fees  or  even  increase  the 
fees  to  obtain  favorable  placement  of 
their  products  behind  the  counter. 

Fui^ermore,  as  described  in  greater 
detail  in  section  IV.E.4.b.  of  this 
document,  FDA  has  amended  the  rule  to 
permit  self-service  displays  (or,  more 
specifically,  merchandisers)  in  facilities 
that  are  inaccessible  to  young  people. 

As  for  those  comments  stating  that 
retailers  would  have  to  hire  additional 
staff,  it  is  possible  that  some  retailers 
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who  have  relied  on  modes  of  sale  that 
the  rule  will  now  prohibit  or  restrict 
may  need  to  hire  additional  staff.  For 
example,  if  a  retailer  derived  a 
substwtial  portion  of  its  revenue  from 
vending  machines  and  those  machines 
would  not  be  available  under  the  rule, 
the  retailer  might  decide  to  hire  staff  in 
order  to  continue  selling  cigarettes  or 
smokeless  tobacco.  However,  the 
comments  did  not  provide  sufficient 
information  to  enable  FDA  to  determine 
the  munber  of  retailers  who  might  be 
affacted  or  the  extent  to  which  they 
might  be  affected. 

(24)  A  few  comments  challenged  the 
validity  of  the  1995  proposed  rule 
because  it  did  not  impose 
responsibilities  on  young  people  who 
pui^ase  cigarettes  and  smokeless 
tobacco.  These  comments  claimed  that 
omitting  young  people  from  the  rule, 
while  requiring  retailers  to  comply,  was 
unfair,  arbitrary,  and  capricious.  One 
conunent  stated,  “any  effective  public 
policy  to  restrict  sales  of  tobacco 
products  to  minors  must  go  beyond  the 
discouragement  of  promotion, 
advertising  and  merchandising  to 
minors.  It  must  be  accompanied  by 
realistic  penalties  for  minors  who 
purchase  and  possess  cigarettes  and  for 
adults  who  pvindiase  for  them.” 

It  would  be  inappropriate  for  FDA  to 
amend  the  rule  to  impose  penalties  or 
sanctions  on  young  people  who 
purchase  or  possess  cigarettes  or 
smokeless  tobacco  or  adults  who 
purchase  such  products  for  yoimg 
people.  The  main  focus  of  the  act  is  on 
the  introduction,  shipment,  holding, 
and  sale  of  goods  in  interstate 
commerce.  Thus,  the  actions  of  minors 
who  purchase  cigarettes  and  smokeless 
tobacco  are  appropriately  a  matter  for 
State  or  local  law. 

(25)  One  comment  stated  that  FDA 
should  prohibit  young  people  under  18 
years  of  age  from  selling  tobacco 
products. 

The  agency  declines  to  amend  the 
rule  to  place  age  restrictions  on  those 
who  sell  these  products.  FDA  has  little 
evidence  to  suggest  that  manufactvuers', 
distributors’,  or  retailers’  yoimg 
employees  play  a  significant  role  in 
making  cigarettes  and  smokeless 
tobacco  accessible  or  appealing  to  young 
people.  Although  some  evidence 
indicates  that,  in  certain  settings,  a 
yormg  employee  might  be  less  likely  to 
check  age  or  to  challenge  his  or  her 
peers  (as  in  situations  where  the  young 
employee  distributed  free  samples  (60 
FR  41314  at  41326)),  other  provisions  in 
this  subpart,  such  as  the  elimination  of 


free  samples,  should  reduce  the  need  to 
place  age  restrictions  on  employees. 

The  agency  does  note,  however,  that 
in  response  to  comments  requesting  that 
vending  machines  and  self-service 
displays  be  permitted  in  “adult-only" 
facilities,  FDA  has  amended  the  final 
rule  to  allow  vending  machines  and 
self-service  displays  in  facilities  that  are 
totally  inaccessible  to  people  under  18 
and  employ  no  persons  below  age  18. 
'This  is  to  ensiue  that  an  “adults-only" 
facility  is  truly  restricted  to  adults  rather 
than  to  create  an  age  restriction  on 
sellers.  These  changes  to  the  rule  are 
described  in  greater  detail  elsewhere  in 
this  document. 

The  agency  is  aware  that  several  local 
governments  have  statutes  or 
regulations  that  establish  minimum  age 
requirements  for  persons  who  sell 
tobacco  products.  Because  this  rule  does 
not  contain  a  minimum  age  requirement 
for  persons  who  sell  these  products, 
those  statutes  or  regulations  are  not 
preempted.  The  rule’s  preemptive  effect 
on  other  State  or  loctd  statutes  or 
regulations  and  federalism  issues  are 
discussed  elsewhere  in  this  docmnent. 

(26)  Several  comments  suggested  that, 
instead  of  issuing  regulations,  the 
Federal  Government  should  transfer 
funds  to  States  for  use  in  preventing 
cigarette  and  smokeless  tobacco  sales  to 
yovmg  people. 

FDA  must  decline  to  accept  the 
comments’  suggestion.  Federal  funding 
of  State  prevention  efforts  is  beyond  the 
scope  of  the  rule.  The  agency  does 
intend  to  work  with  State  officials  and 
cooperate  in  enforcement  activities 
whdre  appropriate  and  to  the  extent  that 
its  resoiuces  permit. 

(27)  Several  comments  suggested  that 
FDA  amend  the  rule  so  that  the 
restrictions  on  the  sale  and  distribution 
of  cigarettes  and  smokeless  tobacco  do 
not  apply  to  locations  where  yoimg 
people  do  not  enter  or  where  entry  is 
restricted,  such  as  bars,  liquor  stores, 
factories,  and  prisons. 

After  consideration  of  these 
comments,  the  agency  has  amended  the 
rule  to  allow  certain  retail  practices  to 
continue  because  those  practices  are  not 
used  by  young  people  or  are 
inaccessible  to  them.  For  example,  the 
final  rule  permits  mail-order  sales  to 
occur  because  the  evidence  does  not 
establish  that  young  people  use  mail¬ 
order  sales  to  acquire  these  products. 
The  final  rule  also  permits  vending 
machines  and  self-service  displays 
(merchandisers  only)  to  be  used  in 
locations  where  young  people  cannot 
enter,  such  as  locations  where  proof  of 
age  is  required  in  order  to  enter  the 


premises  or  facilities  that  employ  only 
adults.  These  changes  are  described  in 
detail  in  the  discussion  of  §  897.16  and 
elsewhere  in  this  document. 

C.  Additional  Responsibilities  of 
Manufacturers  (§  897.12) 

1.  Removal  of  Manufacturer-Supplied  or 
Manufacturer-Owned  Items  That  Do  Not 
Comply  With  the  Regulations 

Proposed  §  897.12(a)  would  have 
required  manufacturers,  in  addition  to 
their  other  obligations  under  part  897,  to 
remove,  from  each  point  of  s^e,  “all 
self-service  displays,  advertising, 
labeling,  and  other  manufacturer- 
suppli^  or  manufacturer-owned  items" 
that  do  not  comply  with  the 
requirements  in  part  897.  In  response  to 
comments,  the  agency  has  amended  the 
final  rule  to  require  the  manufacturer  to 
remove  only  those  violative  items  that 
the  manufacturer  owns. 

(28)  Many  comments,  including 
comments  from  manufacturers’  s^es 
representatives  and  retailers,  strongly 
objected  to  this  provision,  particululy 
as  it  would  apply  to  self-service 
displays.  In  general,  the  comments 
clahn^  that  retailers,  rather  than 
manufacturers,  own  the  self-service 
displays.  The  comments  also  expressed 
concern  that  manufacturers’ 
representatives  or  retailers’  employees 
might  be  physically  harmed  if  a 
manufacturer’s  representative  attempted 
to  remove  a  self-service  display  from  a 
retailer.  Several  comments  also 
interpreted  proposed  §  897.12(a)  as 
requiring  a  manufacturer’s  sales 
representative  to  remove  self-service 
displays  supplied  by  another 
manu&cturer;  these  comments  said 
removing  a  competitor’s  self-service 
display  would  be  imethical  and  could 
result  in  the  sales  representative  being 
barred  from  reentering  the  retail 
establishment  in  the  ffiture. 

In  contrast,  a  few  comments 
supported  proposed  §  897.12(a)  because 
manufacturers  provide  the  displays  to 
retailers  and  visit  retailers  often.  One 
comment  added  that  the  burden  of 
removing  displays  should  not  rest  on 
retailers  alone,  but  added  that  retailers 
should  remain  ultimately  responsible 
for  displays  they  use  or  have  on  site. 
This  comment  suggested  that  retailers 
be  responsible  for  removing  displays  if 
the  manufacturer  fails  to  do  so. 

The  agency  agrees,  in  part,  with  the 
comments  critical  of  the  proposed 
provision  and  has  amended  §  897.12  to 
clarify  that  a  manufacturer  is 
responsible  for  removing  all  self-service 
displays  (which  the  find  rule  also 
clarifies  as  referring  to  merchandisers). 
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advertising,  labeling,  and  other  items 
that  it  owns  that  do  not  comply  with  the 
requirements  in  part  897.  FDA  has  also 
amended  §  897.14  to  clarify  the 
obUgation  of  retailers  with  respect  to  all 
other  violative  items  in  the  retailer’s 
estahUshment.  These  changes  should 
eliminate  potential  conflicts  between 
manufacturers’  sales  representatives  and 
retailers. 

Additionally,  §  897.12  requires  a 
manufacturer  to  be  responsible  only  for 
the  removal  of  the  items  it  owns.  The 
agency  does  not  expect  manufacturers  to 
remove  items  own^  by  another 
manufacturer,  but  encourages 
manufacturers  to  inform  another 
manufacturer  and  FDA  if  another 
manufacturer’s  items  violate  the 
requirements  in  part  897.  However,  the 
agency  advises  manufacturers  who 
know  or  have  reason  to  know  that  a 
distributor  or  retailer  is  misbranding 
that  manufacturer’s  products,  or  causing 
its  products  to  violate  these  regulations 
or  the  act,  to  take  action,  such  as 
discontinuing  sales,  incentives,  and 
supphes,  to  l^t  the  violation. 
Manufacturers  might  be  held  liable  for 
subsequent  violations  by  the  distributor 
or  retailer,  if  the  manufacturer  knew  or 
should  have  known  about  the  violation 
and  continued  to  supply  its  product  to 
such  parties. 

Liabihty,  both  criminal  and  civil, 
under  the  act  is  very  broad.  Section  301 
of  the  act  (21  U.S.C.  331)  prohibits 
certain  acts  "and  the  causing  thereof.’’ 
United  States  v.  Dotterweich,  320  U.S. 
277  (1943),  and  United  States  v.  Park, 
421  U.S.  658  (1975)  elaborate  on  the 
meaning  of  "causing’’  in  section  301  of 
the  act  (see  Pork,  421  U.S.  at  673).  These 
cases  stand  for  the  proposition  that  a 
corporate  official  can  held  criminally 
liable  as  having  caused  the  corporation’s 
violations  of  the  act  of  which  he  had  no 
Icnowledge,  so  long  as  he  stood  in  a 
"responsible  relationship’’  to  the 
violations  (/d.  at  672). 

Under  the  act,  "all  who  *  *  *  have 
*  *  *  a  responsible  share  in  the 
furtherance  of  the  transaction  which  the 
statute  outlaws’’  have  caused  the 
violation  and  are  subject  to  civil  and 
criminal  liability  [Dotterweich,  320  U.S. 
at  284).  Indeed,  a  corporate  employee 
and  the  corporation  itself  can  have  a 
responsible  share  in  the  furtherance  of 
a  violation  of  the  act  committed  by 
another  corporation  or  a  person  who  is 
not  an  employee  of  the  corporation. 

(See,  e.g..  United  States  v.  Parfait 
Powder  Puff  Co.,  163  F.2d  1008, 1009- 
10  (7th  Cir.  1947)  (holding  defendant 
corporation  criminally  liable  for 
violations  committed  without  its 


knowledge  by  second  corporation  that 
defendant  had  contracted  with  to 
manufactvire,  package,  and  distribute  its 
cosmetic  product),  cert,  denied,  332 
U.S.  851  (1948);  United  States  v. 

Articles  of  Drug,  601  F.  Supp.  392  (D. 
Neb.  1984)  (enjoining  drug  ffistributor 
that  induced  its  customers  to  pass  off  its 
drugs  as  controlled  substances),  affd  in 
part,  rov’d  in  part  on  other  grormds,  825 
F.2d  1238  (8th  Qr.  1987);  Inwood 
Lab.,  Inc.  v.  Ives  Lab.,  Inc.,  456  U.S.  844, 
853-54  (1982)  (maniffacturer  or 
distributor  who  "intentioncdly  induces 
another’’  to  violate  trademark  law  or 
who  "continues  to  supply  its  product  to 
one  whom  it  knows  or  has  reason  to 
know’’  will  violate  trademark  law  is 
itself  responsible  for  violation).)  And  it 
is  a  "settled  doctrine[]  of  criminal  law’’ 
(Park,  421  U.S.  at  669)  that  a  person 
who  knows  or  has  reason  to  Imow  that 
goods  that  he  sells  will  be  used 
imlawfully  may  be  criminally  Uable  as 
aider  and  abettor  under  18  U.S.C.  2; 
Bacon  v.  United  States,  127  F.2d  985, 
987  (10th  Cir.  1942)  (discussing  former 
18  U.S.C.  550,  precm*sor  to  18  U.S.C. 
2(a))). 

For  example,  a  manufacturer  or 
distributor  that  continues  to  supply  its 
product  to  a  retailer  whom  it  knows  or 
has  reason  to  know  sells  cigarettes  or 
smokeless  tobacco  to  young  people  (or 
who  breaks  o^n  padres  and  sells 
single  cigarettes)  might  be  liable  for 
subsequent  violations  by  that  retailer. 
Likewise,  a  manufacturer  who  paid  a 
retailer  a  fee  for  the  retailer  to  use  an 
illegal  self-service  display  in  a  store 
mi^t  be  liable  for  the  retailer’s 
violation. 

These  examples  are,  however,  only  by 
way  of  illustration  because,  as  the 
Supreme  Court  stated  in  Dotterweich, 
"[t]o  attempt  a  formula  embracing  the 
variety  of  conduct  whereby  persons  may 
responsibly  contribute  in  fu^ering  a 
transaction  forbidden  by  an  Act  of 
Congress  *  *  *  would  be  mischievous 
futility’’  (320  U.S.  at  285).  It  added  that, 
"(iln  such  matters  the  good  sense  of 
prosecutors,  the  wise  gmdance  of  trial 
judges,  and  the  ultimate  judgment  of 
juries  must  be  trusted’’  (Id.). 

(29)  One  comment  challenged  FDA’s 
authority  to  require  manufactvirers  to 
remove  items  that  fail  to  comply  with 
the  regulations.  The  comment  explained 
that  FDA,  rather  than  manufacturers,  is 
responsible  for  compliance  activities 
and  a  manufacturer’s  representative  is 
not  deputized  or  authorized  to  act  on 
the  agency’s  behalf.  The  comment 
added  that  sales  representatives  are  not 
trained  to  perform  investigative  or  law 
enforcement  functions  and,  unlike 


Government  employees,  would  not 
enjoy  the  same  legal  protections 
accorded  to  the  agency’s  inspectors.  The 
comment  also  argued  that  FDA  lacks 
authority  to  reqiiire  manufacturers,  or 
any  other  party,  to  remove  any  materials 
that  wovild  violate  the  regulations.  The 
comment  asserted  that  the  agency  has 
no  general  recall  authority  and  that  the 
recall  authority  in  the  act  for  devices 
requires  the  agency  to  find  that  a 
reasonable  probabiUty  of  serious 
adverse  health  consequences  or  death 
exists  and,  when  exercising  that  recall 
authority,  to  provide  an  opportunity  for 
a  hearing.  Thus,  according  to  the 
comment,  the  1995  proposed  rule  is 
deficient  because  it  makes  no  findings 
and  fails  to  provide  for  a  hearing. 

The  agency  beUeves  that  the  comment 
misinterprets  the  provision.  Section 
897.12  would  not  "deputize” 
manufactiners’  representatives  nor 
confer  any  official  responsibility  on 
them.  FDA  intends  to  enforce  the  act 
and  regulations  itself  and,  where 
appropriate,  will  consider 
commissioning  State  officials,  vmder  its 
authority  in  section  702(a)  of  the  act,  to 
perform  specific  functions  on  FDA’s 
behalf.  Section  702(a)  of  the  act  does  not 
extend  to  commissioning  private 
parties,  and  the  agency  has  no  intention 
of  commissioning  manufacturers’ 
representatives. 

FDA  also  disagrees  with  the 
comment’s  claim  that  FDA  has  no 
authority  to  require  manufacturers  to 
remove  materi^  that  violate  FDA 
regulations.  FDA  is  issuing  this 
provision,  as  well  as  part  897  generally, 
under  its  authority  vmder  section  520(e) 
of  the  act,  which  expressly  declcues,  in 
part,  that  the  agency  may,  by  regulation, 
require  that  a  device  be  restricted  to 
sale,  distribution,  or  use  "upon  such 
other  conditions  as  the  Secretary  may 
prescribe  in  such  regulation.”  Section 
897.12,  as  amended,  is  a  logical  and 
necessary  complement  to  the 
restrictions  on  the  devices’  sale, 
distribution,  and  use  because  it  requires 
the  manufactvurer  to  assume 
responsibility  for  removing  items  that  it 
owns  that  do  not  comply  with  the 
restrictions.  Furthermore,  as  the 
Supreme  Court  stated  in  United  States 
V.  Park,  421  U.S.  658, 672  (1975),  "the 
act  impose?  not  only  a  positive  duty  to 
seek  out  and  remedy  violations  when 
they  occur  but  also,  and  primarily,  a 
duty  to  implement  measures  that  will 
insure  that  violations  will  not  occur.” 

The  comment’s  argument  with  respect 
to  the  agency’s  recall  authority  is  also 
misplaced.  Section  897.12  applies  in 
situations  where  a  manufacturer  knows. 
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either  acting  on  its  own  or  on  the  basis 
of  information  supplied  to  it,  that  one  of 
its  items  does  not  comply  with  the 
regulations.  Knowing  that  the  item  does 
not  comply  widi  the  requirements  in 
part  897,  the  manufacturer  is  then 
obligated  to  remove  the  violative  item. 
Notice  of  an  opportunity  for  a  hearing 
or  other  due  process  considerations 
associated  with  recalls  imder  section 
518  of  the  act  (21  U.S.C.  360h)  are 
inapplicable  because  the  manu&cturer, 
rather  than  the  government,  would  be 
the  principal  party  during  this  process, 
using  information  it  has  to  act  on  its 
own  items.  In  any  case,  section  518  of 
the  act  applies  to  the  recall  of  a  device, 
not  its  advertising. 

FDA  fully  expects  manufacturers  to 
comply  wi^  §  897.12.  For  example,  if 
the  manufacturer  provided  advertising . 
that  used  colors  and  photographs, 
contrary  to  §  897.32,  which  reqviires 
black  and  white  text  only,  the 
manufacturer  is  deemed  to  know  that 
the  advertising  does  not  comply  with 
§  897.32  and  ^ould  remove  that 
advertising.  In  this  situation,  where  the 
manufacturer’s  advertising  clearly  does 
not  comply  with  the  regulations, 
requiring  FDA  to  provide  notice  and  an 
opportunity  for  a  hearing  (as  the 
comment  would  apparently  require) 
would  simply  waste  FDA’s  and  the 
manufacturer’s  resources. 

FDA  will  take  regulatory  action 
against  manufacturers  who  fail  to 
comply  with  this  provision  or  any  other 
applicable  provision.  The  nature  of  the 
re^atory  action  will  depend,  in  large 
part,  on  the  violation,  but  could  range 
from  issuance  of  a  warning  letter,  to  an 
injunction  under  section  302  of  the  act 
(21  U.S.C.  332),  the  imposition  of  civil 
penalties,  criminal  fines,  and/or 
imprisonment  tmder  section  303  of  the 
act  (21  U.S.C.  333),  and  seizures  under 
section  304  of  the  act  (21  U.S.C.  334). 

2.  Visual  Inspections  by  a 
Manufacturer’s  Representative  at  Each 
Point  of  Sale 

Proposed  §  897.12(b)  would  have 
required  a  manufactiuer’s 
representatives  to  visually  inspect  each 
point  of  sale  that  they  visit  during  the 
normal  course  of  business  to  ensure  that 
cigarettes  and  smokeless  tobacco  are 
“labeled,  advertised,  and  distributed  in 
accordance  with  this  part.”  The 
preamble  to  the  1995  proposed  rule 
indicated  that  manufacturers  keep 
extremely  detailed  records  about  each 
retailer  and  that  some  records  noted 
whether  the  retailer  should  be  visited 
weekly,  biwmekly,  etc.  and  noted  the 
types  of  displays  in  the  retailer’s 


establishment  (60  FR  41314  at  41323). 
The  preamble  to  the  1995  proposed  rule 
also  stated  that  this  provision  would  not 
impose  a  new  responsibility  on  burden 
on  companies  that  did  not  visit  retailers 
as  part  of  their  ordinary  business 
practice  and,  for  those  manufacturers 
that  would  be  expected  to  comply, 
estimated  that  these  visual  inspections 
would  take  no  more  than  2  to  3  minutes 
per  visit  (60  FR  41314  at  41323  and 
41365).  Based  on  the  comments 
received  in  response  to  this  proposal, 
the  agency  has  deleted  §  897.12(b)  from 
the  ^al  rule. 

(30)  Several  comments  opposed 
proposed  §  897.12(b).  One  comment 
argued  that  proposed  §  897.12(b)  is 
unconstitution^  because  it  would  hold 
manufacturers  vicariously  liable  for  the 
acts  of  others  in  violation  of  the  Due 
Process  Clause,  and  would  violate 
Article  I,  Section  8  of  the  Constitution, 
which  implicitly  reserves  to  States  the 
authority  to  raise  militias.  One  comment 
eisserted  that  the  number  of 
manufacturers’  representatives  varies 
among  manufacturers  and  that  there  are 
too  many  retail  establishments  for  those 
representatives  to  inspect.  'The  comment 
added  that  any  inspection  would 
require  more  ^an  3  minutes  to  be 
effective,  so  that  conducting  inspections 
at  each  retailer  would  be  labor  intensive 
and  costly.  Another  comment, 
notwithstanding  the  statement  in  the 
preamble  to  the  1995  proposed  rule  that 
the  provision  applied  only  to  those 
firms  that  visit  retailers  in  the  ordinary 
course  of  business,  asserted  that  its 
entire  staff  would  be  too  small  to  visit 
all  the  retailers  that  it  Mrvices.  A  small 
number  of  comments  added  that  such 
responsibilities  would,  in  effect, 
constitute  a  hidden  “tax”  on 
manufacturers. 

Other  comments,  many  submitted  by 
sales  representatives,  objected  to 
propos^  §  897.12(b),  stating  that  the 
representatives  have  no  power  over  a 
retailer’s  actions  and  cannot  take  any 
adverse  action,  such  as  discontinviing 
supplies,  to  retailers  who  sell  cigarettes 
and  smokeless  tobacco  to  yoimg  people. 
Some  comments  explained  that,  even  if 
a  sales  representative  could  ask  a 
distributor  to  stop  supplying  certain 
retailers,  the  retailer  could  simply 
switch  distributors  and  continue  to 
obtain  products.  Other  comments 
argued  that  the  responsibility  to  prevent 
sales  to  yotmg  people  rests  solely  with 
the  retailer. 

In  contrast,  several  comments 
supported  proposed  §  897.12(b)  because 
sales  representatives  frequently  visit 
retailers  or  because  manufacturers 


deliver  materials,  such  as  self-service 
displays  and  promotional  materials,  to 
retailers.  One  comment  even  suggested 
amending  the  rule  to  require 
manufacturers  to  enter  into  contracts 
with  retailers  and  distributors  to  comply 
with  FDA  regulations  and  to  state  that 
failure  to  comply  would  result  in 
termination  of  the  retailer’s  or 
distributor’s  ability  to  obtain  the 
manufacturer’s  cigarettes  or  smokeless 
tobacco. 

After  consideration  of  the  comments,' 
the  agency  has  removed  §  897.12(b). 

FDA  intends  to  examine  this  matter 
further  and  to  develop  a  gviidance 
describing  how  maniifacturers  may  be 
able  to  assist  retailers  to  comply  with 
this  subpart.  Possible  options  might 
include  methods  suggested  by  the 
comments,  such  as  contractu^ 
agreements  between  retailers  and 
manufacturers  including  provisions  on 
compliance  and  the  consequences  of 
noncompliance. 

D.  Additional  Responsibilities  of 
Retailers  (§897.14) 

Proposed  §  897.14  would  have 
established  additional  responsibilities 
for  retailers,  stating  that  “[i]n  addition 
to  the  other  requirements  under  this 
part,  each  retailer  is  responsible  for 
ensuring  that  all  sales  of  cigarettes  and 
smokeless  tobacco  to  any  person  (other 
than  a  distributor  or  retailer)”  comply 
with  specific,  listed  requirements. 

FDA,  on  its  own  initiative,  has 
amended  §  897.14  to  delete  ^e 
parenthetical  text  referring  to  a 
distributor  or  retailer  because  the 
evidence  does  not  establish  that  retailers 
sell  these  products  to  such  parties,  and 
if  a  retailer  did  sell  these  products  to  a 
distributor  or  retailer,  the  retailer  would 
be  acting  as  a  “distributor”  as  defined 
in  §  897.3(c). 

FDA,  also  on  its  own  initiative,  has 
amended  §  897.14  to  add  a  new 
paragraph  (a)  stating  that,  as  one  of  the 
listed  requirements,  “[n]o  retailer  may 
sell  cigarettes  or  smokeless  tobacco  to 
any  person  younger  than  18  years  of 
age”  and  has  renumbered  proposed 
§  897.14(a)  through  (c)  accordingly.  The 
new  paragraph  codifies  a  concept  that 
was  present  throughout  the  1995 
proposed  rule,  namely  that  retailers  are 
not  to  sell  cigarettes  or  smokeless 
tobacco  to  young  people  vmder  18  years 
of age. 

1.  Use  of  Photographic  Identification  to 
Verify  Age 

Under  proposed  §  897.14(a)  (now 
renumbered  as  §  897.14(b)),  each 
retailer,  or  an  employee  of  the  retailer. 
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would  have  been  required  to  verify,  by 
means  of  photographic  identification 
containing  the  bearer’s  date  of  birth,  that 
no  person  purchasing  or  intending  to 
pundiase  cigarettes  or  smokeless 
tobacco  is  younger  than  18  years  of  age. 

The  preamble  to  the  1995  proposed 
rule  explained  that  studies  indicate  that 
young  people  who  purchase  cigarettes 
and  smokeless  tobacco  from  stores  are 
often  not  asked  to  verify  their  ttge.  For 
example,  one  study  found  that  67 
percent  of  young  people,  whose  mean 
age  was  15  years,  were  asked  no 
questions  when  they  atterapted  to 
purchase  cigarettes.  In  some  cases,  retail 
clerks  even  encouraged  purchases  by 
young  people,  suggesting  less  expensive 
brands  or  ofiiraring  to  ma^  up  the 
difference  if  he  or  she  lacked  sufficient 
funds  (60  FR  41314  at  41323).  The 
preamble  to  the  1995  proposed  rule  also 
noted  that  requiring  proof  of  age  to 
purchase  cigarettes  and  smokeless 
tobacco  coidd  reduce  cigarette  and 
smokeless  tobacco  use  among  young 
people  (60  FR  41314  at  41323). 
Consequently,  the  1995  proposed  rule 
would  have  required  retailers  to  verify 
that  persons  who  intend  to  pmchase 
cigarettes  or  smokeless  tobacco  are 
legally  entitled  to  do  so. 

The  preamble  to  the  1995  proposed 
rule  also  indicated  that  a  driver’s  license 
or  college  identification  card  would  be 
acceptable  forms  of  photographic 
identification,  but  the  agency  invited 
comment  on  whether  the  final  rule 
should  contain  more  specific 
requirements  on  the  types  of 
identification  (60  FR  41314  at  41323). 

FDA  received  many  comments 
supporting  a  proof  of  age  requirement. 
These  comments  came  fit>m  law 
enforcement  entities,  drug  abuse 
prevention  groups,  health  care 
professionals,  medical  societies,  public 
health  organizations,  and  even  some 
adult  smokers  who  agreed  that  a  proof 
of  age  requirement  will  reduce  young 
people’s  access  to  cigarettes  and 
smokeless  tobacco.  One  comment  fix)m 
a  coalition  of  State  attorneys  general 
said  there  “are  many  teenagers  who  look 
much  older  than  they  are,  who  can 
obtain  tobacco  products  quite  easily. 
When  they  are  required  to  show  age 
verification,  they  will  not  be  mistaken 
for  an  older  age.  Therefore,  they  will  not 
be  permitted  to  acquire  tobacco 
prc^ucts.’’  Another  comment  firom  a 
State  public  health  department  reported 
that,  based  on  data  analyzed  fi*om  the 
State’s  own  experience,  illegal  tobacco 
piuchases  occur  less  than  5  p^'rcent  of 
the  time  when  the  retailer  checks  a 
photographic  identification  card  to 


verify  age,  as  opposed  to  a  95  percent 
illegd  sales  rate  when  no  photographic 
identification  card  is  checked. 

In  response  to  comments  and  changes 
to  §  897.16  regarding  mail  order  and 
vending  mad^e  sales  and  self-service 
displays  in  facilities  that  are 
inaccessible  to  children  and 
adolescents,  the  final  rule  excepts  the 
proof  of  age  requirement  under4hese 
limited  circumstances. 

(31)  Several  comments  objected  to 
making  retailers  responsible  for  their 
employees’  actions.  These  comments 
assert^  that  an  employee’s  failure  to 
verify  a  potential  purc^ser’s  age  or  an 
employee’s  error  should  not  subject  the 
retailer  to  any  regulatory  action.  A  few 
comments  faulted  the  1995  proposed 
rule  for  not  holding  sales  clerks 
responsible  or  argued  that  the  rule 
would  be  ineffective  because  it  would 
not  alter  a  sales  clerk’s  behavior. 

In  contrast,  many  comments 
supported  the  requirements  that  hold 
retailers  responsible  for  preventing 
illegal  sales.  Indeed,  one  comment 
suggested  that  there  should  be 
“significant  penalt[ies]  for  sales  to 
persons  under  18,  including  the  loss  of 
the  opportunity  to  sell  tobacco  *  *  *.’’ 
Another  comment  stated  that  the  rule 
should  contain  penalties  for  illegal 
tobacco  sales. 

The  agency  declines  to  amend  the 
rule  to  relieve  retailers  firom 
responsibility.  Retailers,  in  general,  are 
responsible  for  the  acts  of  their 
employees.  (See  United  States  v.  Park, 
421  U.S.  658,  672  (1975).)  Relieving 
retailers  from  responsibility  for  their 
employees’  actions  would  only  invite 
abuse  because  retailers  could  continue 
to  sell  products  to  young  people  and,  if 
caught  making  such  sales,  could  blame 
their  employees  without  suffering  any 
adverse  consequences  themselves.  To 
reflect  its  position  that  retailers  are 
generally  responsible  for  their 
employees’  actions,  FDA  has  cunended 
§  897.14  to  remove  all  references  to  “an 
employee  of  the  retailer.’’  Thus,  §  897.14 
now  refers  to  a  “retailer”  and  makes  no 
distinction  for  the  retailer’s  employees. 

As  for  the  comment  claiming  the  rule 
contains  no  penalties  for  illegal  tobacco 
sales,  the  agency  believes  that  the 
comment  misunderstands  how  the  rule 
will  operate.  In  general,  FDA  regulations 
implement  and  interpret  the  agency’s 
statutory  obligations  under  the  act, 
including  various  criminal  and  civil 
penalties.  Thus,  a  regulation  need  not 
specify  what  penalties  are  attached  to  a 
violation  because  the  act  provides  this 
information. 


FDA  has,  however,  amended 
proposed  §  897.14(a)  (now  renumbered 
as  §  897.14(b))  to  state  that,  “(elxcept  as 
otherwise  provided  in  §  897.16(c)(2)(i) 
and  in  paragraph  (a)(2)  of  this  section,” 
a  retailer  shall  ensure  compliance  with 
the  prohibition  against  sales  to  peAons 
imder  18  by  verifying  the  purchaser’s 
age.  FDA  made  this  amen^ent  to 
correspond  with  the  prohibition,  in 
§  897.14(a),  against  s^es  to  persons 
under  18  and  because,  as  discussed  in 
greater  detail  below,  the  final  rule 
permits  sales  from  vending  machines 
and  self-service  merchandisers  that  are 
inaccessible  to  young  people  and 
permits  mail-oider  sales.  These  modes 
of  sale  are  either  secure  from  access  by 
young  people  (by  requiring  age 
verification  upon  entrance  to  the 
facility)  or  not  used  by  them.  The 
exception  for  paragraph  (a)(2) 
complements  another  change  to  §  897.14 
(discussed  in  greater  detail  below)  to  not 
require  proof  of  age  from  persons  over 
the  age  of  26. 

FDA  has  also  amended  §  897.14(b)  to 
delete  the  words  “intending  to 
purchase.”  The  requirement  that 
retailers  verify  the  age  of  persons 
“purchasing  the  product”  svifficiently 
accomplishes  the  provision’s  goal  of 
reducing  illegal  sales. 

(32)  Sever^  comments  supported  the 
use  of  identification  cards  to  verify  the 
purchaser’s  age.  Some  comments, 
responding  to  a  question  in  the 
preamble  to  the  1995  proposed  rule 
asking  whether  the  rule  should  specify 
the  types  of  identification  that  wovild 
comply  with  a  proof-of-age  requorement, 
advocated  using  identification  cards, 
passports,  or  other  official  documents 
establishing  the  bearer’s  age  issued  by 
States,  the  Federal  Government,  or 
foreign  governments.  One  comment 
recommended  that  States  develop  a 
uniform  coding  system  for  identification 
cards  to  permit  retailers  to  read  or  to 
scan  identification  cards  quickly  to 
verify  a  purchaser’s  age.  Other 
comments  advised  against  the  use  of 
college  or  school  identification  cards; 
the  comments  noted  that  colleges  and 
schools  have  little  incentive  to  design 
their  identification  cards  to  be 
sufficiently  tamper-proof. 

In  contrast,  one  comment  stated  that 
the  agency  should  not  eisk  for  comment 
on  the  ty]^  of  identification  card  to 
require,  arguing  that  the  “degree  of 
micromanagement  implied  by  the 
Agency’s  invitation  for  such  comment 
imderscores  the  inappropriateness  of 
federal  action  in  this  area.” 

FDA  recognizes  the  comments’ 

I  concern.  However,  the  final  rule  does 
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not  require  a  imiform  coding  system  or 
a  Federal,  State,  or  local  government 
identification  card. 

(33)  FDA  received  several  comments 
that  addressed  when  a  retailer  should 
inspect  a  purchaser’s  photographic 
identification  card.  One  comment 
interpreted  the  provision  as  requiring 
retailers  to  inspect  visually  the 
photographic  identification  card  of 
every  pu^aser,  and  said  that  this 
would  be  imreasonable.  The  same 
conunent  contended  that  retailers  and 
their  employees  should  be  required  to 
demand  proof  of  age  only  from 
prospective  piuchasers  who  do  not 
appear  to  be  over  18;  this  was  the 
standard  employed  in  Everett,  WA, 
which  was  cited  in  the  preamble  to  the 
1995  proposed  rule. 

In  contrast,  other  comments 
supported  a^  verification  for  all 
tobacco  sales.  Some  comments  fium 
retailers  indicated  that  some  retailers 
check  identification  cards  for  all  tobacco 
sales,  while  many  comments  submitted 
by  retailers  stated  that  they  check 
identification  cards  to  verify  the  age  of 
purchasers  who  appear  to  be 
“imderage.”  Other  comments  sugg^ed 
that  the  regulation  require  visual 
inspection  of  photographic 
identification  cards  for  purchasers  who 
appear  to  be  younger  than  21,  25,  26,  or 
30  years  of  age.  Such  a  requirement 
appeared  to  be  independently  selected 
to  ensure  that  the  piuchaser  met  the  age 
requirement  in  the  particular 
jurisdiction. 

Contrary  to  the  comment  that 
interpreted  the  rule  as  requiring  proof  of 
age  in  all  transactions,  the  1995 
proposed  rule  would  have  given 
retailers  some  flexibility  in  deciding 
when  to  demand  proof  of  age.  The 
preamble  to  the  1995  proposed  rule 
cited  studies  and  reports  demonstrating 
that  few  retailers  request  proof  of  age 
from  yoimg  people  attempting  to 
pmrchase  cigarettes  or  smokeless 
tobacco  (60  FR  41314  at  41323). 
Consequently,  proposed  §  897.14(a) 
(now  reniunbered  as  §  897.14(b))  would 
have  required  retailers  to  verify  that 
prospective  purchasers  are  of  legal  age, 
and  the  preamble  to  the  1995  propos^ 
rule  suggested  that  retailers  request 
proof  of  age  from  anyone  who  does  not 
appear  to  be  at  least  26  years  old  (60  FR 
41314  at  41323).  This  suggestion  was 
similar  to  a  recommendation  made  in  a 
report  by  26  State  attorneys  general.  The 
agency  anticipated,  for  example,  that 
requiring  proof  of  age  fitim  a  senior 
citizen  would  be  unnecessary,  but 
strongly  recommended  requiring  proof 


of  age  from  an  individual  who  appears 
youthful. 

However,  due  to  concerns  that, 
despite  the  language  in  the  preamble  to 
the  1995  proposed  rule,  the  rule  would 
require  age  verification  in  all  cases,  the 
agency  has  amended  the  rule  to  except 
from  ^e  age  verification  requirement 
individual  who  are  over  26  years  old. 
The  agency  declines  to  amend  the  rule 
to  require  age  verification  if  the 
piurchaser  appears  to  be  21,  25,  26,  or  30 
years  old.  Determining  a  person’s  age  by 
his  or  her  physical  appearance  alone  is 
a  subjective  determination,  and  so 
requiring  age  verification  if  a  person 
“looked”  like  he  or  she  was  a  partictilar 
age  would  be  difficult  to  administer  and 
to  enforce.  By  requiring  age  verification 
if  a  purchaser  is  26  years  old  or  younger, 
reg^less  of  his  or  her  appearance,  the 
retailer  foregoes  age  verification  at  its 
own  risk. 

The  agency  notes  that  using  the 
higher  age  of  26  as  the  threshold  for 
requiring  proof  of  age  should  increase 
the  likelffiood  that  illegal  sales  to  young 
people  will  not  occur.  Using  a  lower 
age,  such  as  18  (which  is  used  in  some 
States)  or  21,  as  the  threshold  for 
requiring  proof  of  age  may  enable  some 
young  people  to  purchase  cigarettes  and 
smokeless  tobacco,  and,  as  a  result, 
cause  a  retailer  to  be  in  violation  of  this 
subpart. 

(34)  Many  comments,  particularly 
comments  from  retailers,  supported  the 
requirement  for  age  verification  but 
added  that  the  requirement  should  be 
voluntary.  Others  said  that  State  law  or 
regulations  requiring  age  verification  are 
adequate,  and  that,  as  a  result,  FDA 
regulation  is  unnecessary.  Other 
comments  claimed  FDA  regulation 
would  add  “red  tape  and  paperwork” 
that  would  not  reduce  young  people’s 
access  to  cigarettes  and  smokeless 
tobacco  and  would  instead  “come  at 
great  cost  to  taxpayers.” 

On  the  other  hand.  State  attorneys 
general  and  other  State  and  local 
enforcement  authorities  commented  that 
the  Federal  regulations  requiring  age 
verification  by  inspection  of 
photographic  identification  card  will 
complement  and  enhance  their 
enforcement  abilities. 

FDA  declines  to  delete  an  age 
verification  requirement  finm  the  rule. 
The  preamble  to  the  1995  proposed  rule 
dted  studies  and  reports  to  show  that 
young  people  are  often  able  to  purchase 
cigarettes  and  smokeless  tobacco 
without  showing  proof  of  age  (60  FR 
41314  at  41323).  In  one  case,  the  young 
people  were  able  to  purchase  cigarettes 
even  when  they  admitted  that  they  were 


under  the  legal  age  (60  FR  41314  at 
41323).  These  studies  and  reports 
suggest  that  the  final  rule  must  require 
retc^ers  to  demand  proof  of  age  b^use 
volimtary  efibrts  are  ineffective. 

As  for  deferring  to  State  laws  and 
regulations,  FDA  believes  that  State 
efforts  to  require  proof  of  age,  and 
retailer  compliance  with  such  efforts, 
should  increase  and  become  more 
effective  due  to  section  1920  of  the  PHS 
Act.  This  provision  requires  States  to 
enact  and  to  enforce  laws  prohibiting 
maniifacturers,  retailers,  or  distributors 
of  tobacco  products  from  selling  or 
distributing  such  products  to  persons 
imder  age  18  in  o^er  to  receive 
substance  abuse  prevention  and 
treatment  block  grants.  However,  State 
laws  may  differ,  and  so  the  final  rule 
requires  retailers  to  verify  the  age  of 
purchasers.  This  will  establish  a 
uniform,  national  requirement  regarding 
proof  of  age  and  is  consistent  with  the 
assertion  of  Federal  authority  over  these 
products  imder  the  act. 

(35)  Many  comments  pointed  out  that 
there  is  no  penalty  for  parents  who 
allow  underage  children  to  smoke. 

FDA  believes  that  the  vast  majority  of 
adults  and  parents  do  not  purchase 
tobacco  products  for  young  people. 
Parental  actions  are  also  beyond  the 
scope  of  FDA’s  authority.  However,  it 
should  be  noted  that  parental  consent  to 
a  young  person’s  pur^ase  of  cigarettes 
and  smokeless  tobacco  cannot  override 
the  requirements  in  §  897.14(a) 
prohibiting  sales  to  anyone  under  18 
and  in  §  897.14(b)  that  each  piuchase  is 
subject  to  age  verification,  llius,  under 
this  rule,  a  retailer  must  refuse  to  sell 
cigarettes  or  smokeless  tobacco  to  any 
young  person  who  claims  that  he  or  she 
has  “permission”  to  purchase  such 
products  for  himself  or  herself  or  for  an 
adult. 

(36)  One  comment  contended  that  the 
photographic  identification  card 
requirement  is  invalid  because  it 
exceeds  FDA’s  authority  under  section 
520(e)  of  the  act  because  it  does  not 
purport  to  provide  reasonable  assurance 
of  the  safety  and  effectiveness  of 
cigarettes. 

FDA  disagrees  with  the  comment. 
Section  520(e)  of  the  act  authorizes  the 
agency  to  estabhsh,  by  regulation, 
conditions  restricting  the  sale, 
distribution,  or  use  of  a  device  if, 
because  of  the  device’s  potentiality  for 
harmful  effect  or  the  collateral  measures 
necessary  to  its  use,  the  agency 
determines  that  there  cannot  be  a 
reasonable  assurance  of  the  device’s 
safety  or  effectiveness.  A  photographic 
identification  card  requirement  is  a 
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condition  of  sale  for  these  products  and 
a  collateral  measure  that  is  necessary  to 
the  requirement  that  the  products  are 
not  sold  to  anyone  under  the  age  of  18. 

(37)  One  comment  contended  that 
proposed  §  897.14(a)  (now  renumbered 
as  §  897.14(b))  is  precluded  by  section 
1926  of  the  PHS  Act.  The  comment 
stated  that  this  law  established 
Congress’  intent  to  allow  States  to  enact 
necessary  programs  to  keep  tobacco 
products  out  of  the  hands  of  young 
people  as  a  condition  for  receiving  block 
grant  funding.  According  to  the 
comment,  there  is  no  single  best 
approach,  and  the  FDA  proposal 
prevents  States  from  emulating  the 
successful  approach  used  in  Woodridge, 
IL.  The  comment  stated  that  FDA  may 
not  preempt  State  laws  without  making 
a  showing  of  clear  and  manifest 
congressional  intent  to  authorize  its 
preemption  of  those  State  laws. 

The  agency  disagrees  with  the 
comment.  The  preemption  issues 
related  to  this  nile  (as  well  as  the  rule’s 
relationship  to  the  regvilations  issued  by 
the  Substance  Abuse  and  Mental  Health 
Services  Administration  (SAMHSA) 
implementing  section  1926  of  the  PKS 
Act  regarding  the  sale  and  distribution 
of  tobacco  piquets  to  individuals 
imder  the  age  of  18  (the  SAMHSA  rule) 
are  discvissed  in  great  detail  in  section 
X.  of  this  doevunent. 

2.  Minimum  Age 

Proposed  §  897.14(a)(now  renumbered 
as  §  897.14(b)),  would  have  required 
retailers  to  verify  that  persons  buying 
cigarettes  or  smokeless  tobacco  were  not 
younger  than  18  years  of  age.  FDA 
received  many  comments  supporting  a 
Federal  minimum  age  to  piutdiase 
cigarettes  and  smokeless  tobacco.  Some 
comments  suggested  that  enforcement  of 
this  provision  would  be  as  effective  as 
advertising  limitations  in  controlling 
imderage  smoking.  In  supporting  the 
propos^,  comments  not^  that  while 
most  teenage  smokers  do  not  plan  to  be 
smokers  5  years  after  they  begin 
smoking,  less  than  10  percent  of 
teenagers  are  able  to  quit  within  5  years 
of  starting.  Moreover,  like  their  adi^t 
coimterparts,  70  percent  of  high  school 
seniors  who  smoke  would  like  to  stop 
smoking  completely.  Some  comments 
noted  that  the  average  age  at  which 
teenage  smokers  first  tried  their  first 
cigarette  is  13  or  14  years,  and  by  age 
18.  many  teens  are  smoking  daily  and 
smoking  at  a  rate  very  near  the  adult 
rate.  H^th-care  professionals  (nurses, 
physicians,  dentists,  public  health 
officials,  etc.)  as  a  group  were  very 


supportive  of  a  Federal  minimum  age 
Uiffit  of  at  least  18. 

(38)  A  major  American  medical 
association  suggested  amending 
§  897.14(a)  (now  renumbered  as 
§  897.14(b))  to  raise  the  minimum  age  of 
sale  to  21.  It  noted  that  one  State, 
Pennsylvania,  has  set  21  as  the 
mininuim  age  for  the  purchase  of 
cigarettes,  and  argued  that  prior  to 
enactment  of  the  national  standard  of 
age  21  for  alcohol  pvirchase,  many  States 
had  laws  that  allowed  purchase  at  age 
18,  but  subsequently  changed  to  21 
without  hardship. 

Other  comments  advocated  raising  the 
minimum  age  to  19  years.  Several 
comments  explained  that  many  high 
school  students  are  18  years  old;  thus, 
if  FDA  increased  the  n|inimum  age  to  19 
ye{u«,  it  would  be  less  likely  that  an 
underage  high  school  student  would  be 
able  to  purchase  or  obtain  cigarettes  or 
smokeless  tobacco,  because  raising  the 
age  to  19  would  eliminate  finm  the  high 
school  environment  peers  who  are 
legaUy  able  to  obtain  nicotine- 
containing  tobacco  products.  In 
addition,  the  agency  received  a 
considerable  number  of  comments  from 
students,  teachers,  and  even  adult 
smokers,  urging  the  agency  to  raise  the 
legal  age  to  puitQiase  cigarettes  to  21,  to 
be  consistent  with  the  legal  age  to 
purchase  alcohol.  Indeed,  many 
comments  assumed  that  the  legal  age 
was  already  21  and  urged  the  agency  to 
retain  this  age  limit. 

In  contrast,  other  comments 
supportii^  18  as  the  minimum  age  for 
pur^asing  cigarettes  and  smokeless 
tobacco  argued  that,  because  most  States 
already  established  18  as  the  minimum 
age,  FDA  regulations  did  not  need  to 
establish  a  minimum  age.  A  few 
comments,  mostly  from  young  people, 
asked  FDA  to  lower  the  legal  age  for 
purchasing  cigarettes  to  below  18  years 
of  age. 

In  order  to  make  its  decision  on  the 
appropriate  minimum  age,  the  agency 
weighed  a  variety  of  factors  including 
evidence  on  the  onset  of  nicotine 
addiction  and  the  history  underlying  the 
age  of  majority.  FDA’s  goal  is  to  prevent 
underage  use  of  tobacco  in  order  to 
preclude  as  many  new  cetses  of  nicotine 
addiction  as  possible.  The  agency 
considered  minimum  ages  ^m  18  to 
21,  because  individuals  are  generally 
viewed  as  reaching  adulthood  in  this 
age  range.  The  agency  faced  the 
question:  At  which  age  in  this  range  are 
most  individuals  able  to  make  an 
informed  decision  to  begin  using  a 
product  that  the  overwhelming  majority 
of  individuals  will  not  be  able  to  stop 


using,  even  though  \ising  the  product  is 
likely  to  lead  to  severe  disabiUty  and 
premature  death? 

The  agency  began  by  reviewing  key  ^ 
data  sources  on  ffie  onset  and  course  of 
nicotine  addiction.  The  National 
Household  Surveys  on  Drug  Abuse 
sought  to  determine  the  age  when 
individuals  first  tried  a  cigarette  and  the 
age  when  individuals  first  started 
smoking  daily — an  important  measiire 
of  the  progression  toward  addiction. 

The  survey  asked  questions  of  30  to  39 
year  olds  who  had  ever  smoked  daily. 
The  average  age  of  first  trying  a  cigarette 
was  14.5  years.  Eighty-two  percent 
had  tried  a  cigarette  before  18, 89 
percent  before  19, 91  percent  before  20, 
and  98  percent  before  25.  Daily 
smoking  began  slightly  later.  Fifty-three 
percent  began  smoking  daily  before  18, 
71  percent  before  19,  77  percent  before 
20,  and  95  percent  before  25. 

The  agency  reviewed  the  history 
underl)dng  the  theory  of  majority  and 
the  concept  of  adiilts  making  informed 
choices.  Majority  is  defined  in  Black’s 
Law  Dictionary  as  “the  age  at  which,  by 
law,  a  person  is  capable  of  being  legally 
responsible  for  all  his  or  her  acts  *  *  *, 
and  is  entitled  to  the  management  of  his 
or  her  own  affairs  and  to  the  enjoyment 
of  civic  rights.  *  *  *’’  **  The  26th 
Amendment  to  the  United  States 
Constitution  provides  those  18  years 
and  above  with  the  right  to  vote.  Prior 
to  the  adoption  of  the  26th  Amendment 
in  1971,  the  age  of  majority  in  almost 
every  State  was  21.  Each  State  has  the 
power  to  set  its  own  age  of  majority  and 
since  enactment  of  the  26th  Amendment 
most  States  have  lowered  the  age  of 
majority  from  21  to  18. 

The  agency  reviewed  the  reasons  why 
Congress  chose  18  as  the  appropriate 
age  to  vote.  According  to  a  Senate  report 
on  lowering  the  voter  age,  the  21  year 
age  was  believed  to  be  derived  by 
historical  accident.  Eighteen-year  olds 
bore  many  adult  citizens’ 
responsibilities  such  as  the  ability  to 
marry  and  raise  a  family,  and  serve  in 
the  military.  A  lower  voting  age  was 
seen  as  benefiting  society  by  bringing 
into  the  American  political  system  the 
idealism,  concern,  and  energy  of  young 
people.  (See  “Lowering  the  Voting  Age 
to  18,’’  S.  Kept.  92-96,  92d  Cong.,  1st 
sess.,  p.  5,  March  8, 1971.) 

While  the  justifications  do  not 
necessarily  support  establishing  a 
minimum  age  of  18  for  tobacco  . 


«» 1994  SGR,  p.  67. 

«/d. 

**  Black’s  Law  Dictionary,  edited  by  M.  A.  Black, 
West  Publishing  Co.,  St  Paul,  MN,  p.  955, 1990. 
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products,  the  agency  declines  to  raise 
the  miniTnnm  age  for  several  reasons. 
First,  as  stated  in  the  preamble  to  the 
1995  proposed  rule,  all  States  prohibit 
the  sale  of  tobacco  products  to  persons 
under  the  age  of  18;  currently  only  four 
States  prohibit  cigarette  sales  to  persons 
over  18  (60  FR  41314  at  41315). 
Consequently,  setting  a  national 
TnininiiiTn  age  of  18  is  consistent  with 
most  States.  Second,  selecting  18  as  the 
minimum  age  is  consistent  with  the  age 
Congress  established  under  section  1926 
of  the  PHS  Act,  which  conditions  a 
State’s  receipt  of  substance  abuse  grants 
on  State  layrs  to  prohibit  any 
manufacturer,  retailer,  or  dikributor  of 
tobacco  products  from  selling  or 
distributing  such  products  to  any 
individual  under  the  age  of  18. 

FDA  also  declines  to  amend  the  rule 
to  eliminate  a  Federal  minimum  age  and 
instead  rely  on  existing  State  laws. 
Establishing  18  as  the  national 
Tninimiim  age  will  Strengthen  State  and 
local  enforcement,  as  discussed  earlier. 

FDA  also  declines  to  amend  the  rule 
to  reduce  the  minimum  age.  Reducing 
the  Tnininnim  age  would  imdermine 
existing  State  laws  and  the  rule’s 
effectiveness  because  it  would,  in 
essence,  circumvent  statutory  and 
regulatory  protections  by  letting  more 
young  people  piuchase  these  products. 
Reducing  the  minifniun  age  would  also 
be  contrary  to  the  evidence  cited  in  the 
preamble  to  the  1995  proposed  rule, 
which  shows  that  half  of  adults  start 
smoking  daily  before  age  18. 

FDA  does  plan  fo  monitor  closely  the 
incidence  of  new  cases  of  nicotine 
addiction.  If  the  evidence  indicates  that 
the  number  of  new  cases  of  nicotine 
addiction  does  not  significantly  decline, 
consistent  with  the  agency’s  stated  goal 
of  a  50  percent  reduction,  but  rather  are 
merely  delayed  a  year  or  two,  FDA  will 
consider  whether  increasing  the 
minimum  age  for  piirchase  of  nicotine- 
containing  tobacco  products  would 
further  the  goal  of  the  rule. 

3.  Restrictions  Against  “Impersonal” 
Modes  of  Sale 

Proposed  §  897.14(b)  (now 
remunbered  as  §  897.14(c))  would  have 
required  the  retailer  or  an  employee  of 
the  retailer  to  provide  cigarettes  or 
smokeless  tobacco  to  a  purchaser 
“without  the  assistance  of  any 
electronic  or  mechanical  device  (such  as 
a  vending  machine  or  remote-operated 
machine).”  The  preamble  to  the  1995 
proposed  rule  stated  that  this  provision 
would  have  the  practical  effect  of 
making  access  to  cigarettes  and 
smokeless  tobacco  more  difficult  for 


young  people  (60  FR  41314  at  41324).  In 
response  to  comments,  the  agency  has 
amended  §  897.14(c)  to  allow  for  the  use 
of  certain  impersonal  modes  of  sale, 
such  as  vending  machines  and  self 
service  displays  (merchandisers  only), 
in  facilities  which  are  inaccessible  to 
individuals  under  the  age  of  18  at  any 
tuQe.  Additionally,  as  stated  in  section 
IVJD.l.  of  this  document,  FDA  has 
deleted  the  reference  to  “an  employee  of 
the  retailer”  becaiise  retailers  are 
generally  responsible  for  their 
employees’  actions  and  has  revised  the 
text  to  correspond  more  closely  with 
§  897.16(c). 

(39)  Sweral  comments  objected  to 
proposed  §  897.14(b).  One  comment 
asserted  that  proposed  §  897.14(b)  (now 
remunbered  as  §  897.14(c))  was 
imjustified,  and  arbitrary  and  capricious 
berause  it  would  apply  to  locations 
where  yoimg  people  are  not  permitted 
to  enter  and,  in  places  where  they  can 
enter,  woiild  be  unnecessary  if  retailers 
required  proof  of  age  firom  prospective 
cigarette  and  smokeless  tobacco 
purchasers.  The  comment  stated  that 
less  restrictive  alternatives,  such  as 
increased  supervision  over  self-service 
displays,  exist.  The  comment  further 
etrgued  that  FDA  lacked  support  for  this 
provision,  stating  that,  regai^ess  of  how 
tobacco  products  are  sold  over-the- 
coimter,  the  key  party  in  the  transaction 
is  the  cashier.  According  to  the 
comment,  requiring  retail  clerks  to 
comply  with  applicable  nlinimuTn  age 
laws  should  be  sufficient  to  prevent 
illegal  sales  to  young  people,  thereby 
making  the  proposed  provision 
imnecessary.  The  comment,  therefore, 
stated  that  the  evidence  did  not  support 
a  rule  that  would  preclude  State  and 
local  governments  from  relying  on  “less 
drastic  controls.” 

In  contrast,  many  comments  agreed 
that  this  provision  would  reduce  a 
young  person’s  access  to  cigarettes  and 
smokeless  tobacco  because  it  would 
require  potential  pvirchasers  to  interact 
with  retailers  or  would  discoiuage 
yoimg  people  from  purchasing  these 
products  because  they  would  have  to 
interact  with  a  retailer  and  provide 
proof  of  age.  One  comment  stated  that 
the  regulations  establish  a  code  of 
conduct  for  merchants,  ensuring  that 
they  take  practical  steps  to  prevent 
illegal  sales  of  tobacco  products  to 
young  people.  One  comment  stated  that 
face-to-face  transactions  are  the  only 
way  to  assure  that  identification  of 
imder-age  customers  is  checked. 

FDA  ffisagrees,  in  part,  with  the 
comments  that  oppose  this  provision. 
FDA  declines  to  amend  the  rule  to  rely 


on  alternative  measures  such  as 
increased  supervision  of  displays  or 
proof  of  age  ^one.  The  preamble  to  the 
1995  proposed  rule  cited  reports  and 
studies  showing  that  yoimg  people  can 
easily  use  impersonal  modes  of  sale 
despite  restrictions  on  their  placement 
or  the  installation  of  devices  to  prevent 
illegal  sales.  For  example,  for  self- 
service  displays,  the  Institute  of 
Medicine  (lOM)  Report  Growing  Up 
Tobacco  Free,  Preventing  Nicotine 
Addiction  in  Children  and  Youths 
(1994)  referred  to  surveys  in  two 
communities  that  found  over  40  percent 
of  daily  smokers  in  grade  school 
shoplifted  cigarettes  (60  FR  41314  at 
41325).  For  vending  machines,  the 
preamble  to  the  1995  proposed  rule 
cited  several  studies  and  reports 
showing  that  young  people  were  able  to 
purchase  cdgarettes-^espite  laws 
restricting  the  placement  of  those 
machines,  or  requiring  the  machines  to 
have  a  locking  device  to  prevent  sales  to 
young  people  (60  FR  41314  at  41324 
throi^  41325). 

FDA  also  foimd  that  relying  solely  on 
retailers  to  verify  the  purchaser’s  age 
had  limited  effect  on  reducing  young 
people’s  access  to  cigarettes  and 
smokeless  tobacco;  retail  clerks  rarely 
asked  young  people  to  verify  their  age 
or  even  assisted  in  completing  a 
purchase.  Some  retail  sectors  also 
suffered  from  high  employee  turnover 
rates  that  imdermined  the  effectiveness 
of  retailer  programs  to  prevent  illegal 
sales  (60  FR  41314  at  41323). 
Consequently,  the  agency  believes  that 
the  most  effective  approach  towards 
reducing  young  people’s  access  to 
cigarettes  and  smokeless  tobacco  is  a 
siifficiently  comprehensive  set  of  access 
restrictions  to  prohibit  most  impersonal 
modes  of  sale,  require  retailers  to  verify 
the  consumer’s  age,  and  make  young 
people’s  access  to  these  products  more 
difficult. 

The  agency  also  reminds  parties  that 
these  piquets  are  restricted  devices 
because  of  their  potentiality  for  harmful 
effect.  The  fined  rule  contains 
restrictions  that  the  agency  believes  are 
necessary  in  order  to  reduce  the  number 
of  children  and  adolescents  who  use 
and  become  addicted  to  these  products. 
Relying  solely  on  retail  clerks  to  verify 
age,  increasing  supervision  over 
displays,  or  deferring  to  other  less 
restrictive  alternatives  would  not,  in 
comparison  to  the  rule’s  comprehensive 
approach,  be  sufficient  to  acldeve  that 
goal. 

With  respect  to  locations  that  are 
entirely  inaccessible  to  young  people, 
however,  the  agency  has  amended 
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§  897.16  to  permit  certain  modes  of  sale, 
such  as  vending  machines  and  self- 
service  displays  (merchandisers  only), 
in  facilities  where  young  people  are  not 
present,  or  permitted  to  enter,  at  any 
time.  These  modes  of  sale  do  not 
involve  hand-to-hand  transactions 
between  the  retailer  and  the  purchaser. 
Consequently,  FDA  has  made  a 
corresponding  amendment  to 
§  897.14(c)  to  require  retailers  to 
personally  provide  cigarettes  or 
smokeless  tobacco  to  purchasers 
“(elxcept  as  otherwise  provided  in 
§  897.16(c)(2)(ii)  and  revised  the  text  to 
correspond  more  closely  with  the 
language  in  §  897.16(c)fl)."  The 
amendments  to  §  897.16  are  discussed 
in  greater  detail  below. 

(40)  A  few  comments  questioned  the 
ne^  for  proposed  §  897.14(b)  (now 
remunbered  as  §  897.14(c)).  These  . 
comments  said  that  the  rule  would  not 
prompt  retailers  to  verify  a  prospective 
purchaser’s  age  because  retailers  who 
sell  cigarettes  and  smokeless  tobacco  to 
minors  are  already  in  violation  of  State 
laws. 

FDA  disagrees  with  the  comments’ 
assertion.  FDA’s  enforcement  authority 
and  the  range  of  sanctions  under  the  act 
should  give  retailers  additional 
incentives  to  verify  proof  of  age.  Hence, 
FDA  believes  that  the  weight  of  Federal 
law  and  these  regulations  will  prompt 
retailers  to  pay  more  attention  to  the 
consvuner’s  age.  By  way  of  analogy,  the 
United  States  enjoys  a  very  high  rate  of 
compliance  with  prescription  drug 
restrictions  in  part  because  a  violation 
of  the  prescription  requirement  is 
actionable  under  Federal  law.  Similarly, 
section  1926  of  the  PHS  Act  gives 
States,  as  a  condition  for  receiving  a 
block  grant  for  the  prevention  and 
treatment  of  substance  abuse,  further 
incentive  to  ensure  that  illegal  tobacco 
sales  to  young  people  do  not  occur  and 
that  the  illegal  sales  rate  steadily 
decreases  from  50  percent  in  fiscal  year 
1994  (or  fiscal  year  1995  for  some 
States)  to  20  percent  4  years  later.  States 
must  also  conduct  armually  a  reasonable 
number  of  random,  unarmounced 
inspections  to  ensure  compliance  with 
State  law  (see  61  FR 1492  at  1508, 
January  19, 1996).  Section  1926  of  the 
PHS  Act  and  its  implementing 
regulations  should  also  prompt  States  to 
devote  more  attention  to  compliance 
efforts  to  prevent  illegal  sales  to  young 
people  and,  through  the  requirement  for 
random,  rmannoimced  inspections, 
make  retailers  more  aware  of  the  need 
to  verify  the  consumer’s  age. 

( 


4.  Restrictions  Against  the  Sale  of 
Individual  Cigarettes 

Proposed  §  897.14(c)  (now 
remunbered  as  §  897.14(d))  would  have 
prohibited  the  retailer  or  an  employee  of 
the  retailer  from  breaking  or  otherwise 
opening  any  cigarette  package  or 
smokeless  tobacco  product  to  sell  or 
distribute  individu^  cigarettes  or  any . 
quantity  of  cigarette  tobacco  or  of  a 
smokeless  tobacco  that  is  smaller  than 
the  quantity  in  the  unopened  product. 

In  response  to  comments  and  for  other, 
reasons  discussed  below,  the  agency  has 
amended  §  897.14(d)  to  prohibit 
retailers  from  breaking  or  otherwise 
opening  “any  cigarette  or  smokeless 
tobacco  pacl^e  to  sell  or  distribute 
individual  cigarettes  or  a  number  of 
tmpackaged  cigarettes  that  is  smaller 
than  the  quantity  in  the  Tninlmiim 
cigarette  package  size  defined  in 
§  897.16(b),  or  any  quantity  of  cigarette 
tobacco  or  smokeless  tobacco  that  is 
smaller  than  the  smallest  package 
distributed  by  the  manufactiuor  for 
individual  consiuner  use.’’ 

Additionally,  as  stated  in  section  rV.D.l. 
of  this  document,  FDA  has  deleted  the 
reference  to  “an  employee  of  the 
retailer’’  because  the  retailer  is  generally 
responsible  for  its  employee’s  actions. 

(41)  Several  comments  opposed 
proposed  §  897.14(c)  (now  remunbered 
as  §  897.14(d))  in  conjimction  with 
proposed  §  897.10  (which  would 
establish  general  responsibilities  for 
manufacturers,  distributors,  and 
retailers).  The  comments  said  it  would 
be  unreasonable  to  expect  retailers  to 
inspect  all  packages  to  assvue 
compliance  with  minimum  package 
requirement,  as  well  as  other 
requirements,  and  yet  retailers  would 
face  significant  penalties  if  they  failed  to 
comply.  Other  comments  asked  whether 
retailers  would  be  held  liable  for 
opening  shipping  padcages  consisting  of 
individual  cigarette  pac^ges  or  cartons 
and  selling  the  individual  packages  or 
cartons. 

The  comments  misinterpreted  the 
proposed  provision.  Section  897.14(d) 
does  not  require  retailers  to  police 
minimiun  package  requirements,  but 
rather  expressly  states  that  the  retailer 
shall  not  break  or  otherwise  open  any 
cigarette  or  smokeless  tobacco  padcage 
to  sell  or  distribute  individual  cigarettes 
or  munber  of  cigarettes  or  any  quantity 
of  dgarettes  or  smokeless  tobacco  that  is 
smaller  than  the  quantity  in  the 
imopened  padcage.  The  confusion  may 
have  stemmed  from  the  definition  of 
“padcage.”  Section  897.3(f)  defines 
“package”  as  a  “pack,  box,  carton,  or 
other  container  *  *  *  in  which 


cigarettes  or  smokeless  tobacco  are 
offered  for  sde,  sold,  or  otherwise 
distributed  to  consiuners.”  'The 
provision,  therefore,  focuses  on  two 
distinct  actions:  (1)  'The  retailer  brealcs 
or  opens  a  cigarette  padmge  or 
smokeless  tobacco  product;  and  (2)  the 
retailer  sells  or  distributes  a  portion  of 
the  dgarette  padmge  or  smokeless 
tobacco  product  to  a  consumer. 

A  literal  reading  of  proposed 
§§  897.3(f)  and  897.14(d)  together  would 
prohibit  a  retailer  frum  opening  a  carton 
of  cigarettes  to  sell  a  single  package  of 
20  dgarettes.  The  agency  did  not  intend 
to  prohibit  retailers  from  opening 
shipped  quantities  ot  bundles* of 
dgarette  packages  or  cartons  or 
smokeless  tobacco  in  order  to  break  that 
shipment  down  into  ordinary  packages, 
cartons,  or  other  standard  produd  units. 
'The  agency  has  amended  §  897.14(d),  to 
eliminate  this  unintended  effed.  The 
new  language  clarifies  that  retailers  may 
open  shipping  boxes  or  dgarette  cartons 
to  sell  a  pack  of  dgarettes  or  a 
smokeless  tobacco  padcage. 

Additionally,  FDA  has  modified  the 
introduction  to  §  897.14(d),  changing 
“the  retailer  shall  not”  break  or  open 
any  dgarette  or  smokeless  tobacco 
package  to  “no  retailer  may”  break  or 
open  any  package.  'This  change  is 
intended  to  simplify  the  text  and  does 
not  alter  a  retailer’s  obligations  under 
§  897.14(d). 

(42)  One  comment  from  a  company 
opposed  a  restriction  on  the  sale  of 
single  dgarettes  because  it  had  made  a 
substantial  investment  developing  a 
vending  machine  that  would  sell  single 
cigarettes  that  complied  with  applicable 
labeling  and  tax  laws.  'The  comment 
added  &at  its  machines  are  located  in 
areas  that  are  frequented  by  or  limited 
to  adults  and  that  there  is  a  market  for 
adults  who  wish  to  smoke  only 
occeisionally. 

The  restridion  against  the  sale  of 
single  dgarettes  pertained  to  single 
cigarettes  that  are  removed  from 
dgarette  packages  or  cartons  and  sold 
on  an  individual  basis.  Thus,  the 
produd  described  by  the  comment,  a 
prepackaged  single  cigarette  that 
complies  with  all  applicable  labeling 
and  tax  laws,  does  not  appear  to 
correspond  to  what  is  commqnly  known 
as  a  “loosie.”  As  for  selling  a  packaged 
single  dgarette  in  a  vending  machine, 
the  final  rule  permits  vend^g  machines 
to  be  used  in  certain  locations  that  are 
entirely  inaccessible  to  young  people. 
'This  comment,  and  corresponding 
amendments  to  the  rule,  are  discussed 
in  greater  detail  in  section  IV.E.4.a.  of 
this  document. 
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(43)  A  small  number  of  comments 
opposed  any  restriction  on  the  sale  of 
single  cigarettes,  stating  that  such  a 
restriction  wovild  make  purchases  by 
adults  more  difficult  or  could  actually 
work  to  the  detriment  of  adults  who  are 
trying  to  reduce  their  cigarette 
consumption  by  pmchasing  single 
cigarettes. 

.Most  comments,  however,  supported 
a  prohibition  against  the  sale  of  single 
cigarettes.  In  general,  they  agreed  that 
eliminating  single  cigarettes  would 
make  cigarette  pmchases  more 
expensive  for  young  people  and,  as  a 
result,  less  likely.  A  number  of  State 
attorneys  gener^  stated  that  this 
provision,  in  conjimction  with  others, 
would  assist  States  in  enforcing 
compliance  with  State  laws.  A  few 
comments  noted  reports  of  single 
cigarette  sales  occmring  within  their 
State  or  jurisdiction;  one  stated  that  “the 
problem  of  loosies  is  a  very  old  story 
within  the  inner  city,”  while  another 
even  claimed  seeing  yoimg  people  wait 
in  line  for  free  samples  of  single 
cigarettes. 

The  agency  declines  to  amend  the 
rule  to  exclude  single  cigarettes.  The 
precunble  to  the  1995  proposed  rule 
cited  evidence  that  a  significant  nmnber 
of  retailers  are  willing  to  sell  single 
cigarettes  to  young  people  and  are 
sometimes  more  inclined  to  sell  single 
cigarettes  to  yoimg  people  than  to  adults 
(60  FR  41314  at  41324).  The  comments 
supporting  the  rule  reinforce  the  notion 
that  single  cigarettes  appeal  to  young 
people. 

While  FDA  is  sensitive  to  the  fact  that 
adults  who  wish  to  quit  smoking  may 
wish  to  purchase  sinj^e  cigarettes  to 
reduce  smoking,  on  balance,  the  agency 
believes  that  the  benefits  of  eliminating 
single  cigarette  sales  to  young  people 
outweigh  any  possible  detriment  to 
adults. 

5.  Additional  Comments 

(44)  Several  comments  suggested  that 
FDA  license  retailers  and  impose  fines 
or  other  sanctions  on  retailers  who  sell 
cigarettes  and  smokeless  tobacco  to 
young  people. 

The  agency  declines  to  amend  the 
rule  to  create  a  licensing  system.  FDA 
notes  that  SAMHSA  confronted  similar 
comments  when  it  proposed  rules  to 
implement  section.  1926  of  the  PHS  Act 
and  elected  not  to  require  a  licensing 
system  (61  FR  1492  at  1495).  The 
preamble  to  the  SAMHSA  rule  indicated 
that  States  could  use  a  licensing  system 
to  identify  retail  outlets  and  enforce 
State  laws,  with  licensvue  fees  and  civil 
penalties  funding  the  States’  random. 


vmannovmced  inspections  and  covering 
administrative  and  enforcement  costs 
(61  FR  1492  at  1495).  FDA  concurs  with 
the  SAMHSA  analysis  and,  because 
licensure  would  be  a  State  matter,  will 
refireun  from  establishing  a  licensing 
system  for  retailers. 

As  for  fines  and  other  sanctions,  no 
amendment  to  the  rule  is  necessary.  The 
act  edready  establishes  fines  and  other 
sanctions  for  parties  who  violate  the  act. 
For  example,  any  restricted  device  that 
is  sold,  distributed,  or  used  in  violation 
of  regulations  for  that  restricted  device 
is  misbr<inded  under  section  502(q)  of 
the  act  (21  U.S.C.  352(q)),  and  section 
301(a)  of  the  act  prohibits  the 
introduction  or  delivery  for  introduction 
into  interstate  commerce  of  a 
misbranded  device.  (Section  709  of  the 
act  creates  a  presumption  that  all 
devices  are  in  interstate  commerce  and 
section  304  allows  seizure  of 
adulterated  or  misbranded  devices  even 
in  the  absence  of  interstate  commerce.) 
Among  other  things,  section  301(b)  of 
the  act  prohibits  the  misbranding  of  a 
device  in  interstate  commerce,  while 
section  301(c)  of  the  act  prohibits  the 
receipt  in  interstate  commerce  of  any 
misbranded  device.  Additionally,  any 
person  who  violates  section  301  of  the 
act  is  subject  to  injunctions  under 
section  302  of  the  act  and  civil 
penalties,  fines  and  imprisonment 
imder  section  303  of  the  act,  while 
section  304  of  the  act  authorizes  seizure 
actions  against  misbranded  devices 
themselves  without  any  need  for  proof 
of  interstate  commerce. 

(45)  One  comment  argued  that 
retailers  should  be  required  to  keep 
cigarette  products  from  public  view. 

FDA  declines  to  amend  the  rule  as 
suggested  hy  the  comment.  The  agency 
beUeves  that  concealing  these  pn^ucts 
from  view  would  not  significantly 
enhance  the  restrictions  against  access 
by  young  people  and  wovdd  instead 
unduly  impair  an  adult’s  ability  to 
determine  what  products  and  brands  a 
retailer  is  selling  as  well  as  the  retailer’s 
ability  to  sell  those  products. 

(46)  One  comment  stated  that  §  897.14 
can  only  be  enforced  by  routine 
comphance  checks  using  imderage 
agents.  The  comment  suggested  that 
FDA  negotiate  with  States  to  receive 
information  on  violations  of  State  laws 
and  to  use  that  information  against 
retailers  who  fail  to  comply  with 
§897.14. 

FDA  intends  to  cooperate  with  State 
governments  to  curtail  illegal  sales  of 
cigarettes  and  smokeless  tobacco  to 
young  people.  Additionally,  as  stated 
earlier  in  this  doemnent,  FDA  is 


authorized  to  commission  State  officials 
to  perform  ceilain  functions  on  behalf  of 
the  agency.  FDA  may  consider 
commissioning  State  officials,  where 
appropriate,  if  commissioned  State 
officials  would  help  ensure  compliance 
with  these  regulations. 

(47)  One  comment  would  amend 

§  897.14  to  refer  to  “purchasing”  and 
“obtaining”  cigarettes  or  smokeless 
tobacco.  The  comment  said  this  would 
prevent  young  people  frnm  attempting 
to  obtain  cigarettes  or  smokeless  tobacco 
from  retailers  by  claiming  to  act  with  a 
parent’s  permission  or  on  behalf  of  a 
parent  or  adult.  . 

The  agency  declines  to  amend  the 
rule  as  suggested  by  the  comment.  As 
written,  §  897.14  prohibits  retailers  from 
selling  cigarettes  or  smokeless  tobacco 
to  anyone  under  18  and  also  requires 
retailers  to  verify  the  purchaser’s  age. 
These  provisions  do  not  make  any 
distinction  or  exception  as  to  whether 
the  person  pxirchasing  the  products 
claims  to  be  purchasing  the  products  for 
an  adult.  In  other  words,  even  if  a  young 
person  claimed  to  have  a  parent’s 
permission  or  to  be  pmehasing  these 
products  for  an  adult,  §  897.14(a)  still  • 
prohibits  retailers  from  selling  cigarettes 
or  smokeless  tobacco  to  that  young 
person,  and  §  897.14(b)  requires  the 
retailer  to  verify  the  purchaser’s  age. 

(48)  As  mentioned  earlier  in  the 
discussion  for  §  897.10,  FDA  has 
amended  the  .final  rule  to  create  a  new 
§  897.14(e)  to  require  each  retailer  to 
remove  or  bring  into  comphance  all  self- 
service  displays,  advertising,  labeling, 
and  other  items  at  the  retailer’s 
estabhshment  if  those  items  do  not 
comply  with  the  requirements  under 
this  piurt.  This  amendment  became 
necessary  because  comments  frem 
manufacturers  and  retailers  claimed  that 
retailers  owned  the  self-service  displays 
or  that,  once  the  maniifacturer’s 
representative  gives  an  item  to  a  retailer, 
the  item  becomes  the  retailer’s  property. 
Consequently,  §  897.14(e)  requires 
retailers  to  remove  or  otherwise  bring 
into  comphance  items  at  the  retailer’s 
estabhshment  if  those  items  do  not 
comply  with  this  subpart.  This 
provision  essentiaUy  gives  retailers 
three  options  with  respect  to  an  item 
that  violates  the  requirements  in  this 
rule:  (1)  If  the  item  belongs  to  a 
manufacturer,  the  retailer  could  ask  the 
manufacturer  to  remove  the  item, 
consistent  with  the  manufacriuer’s 
ohhgations  imder  §  897.12;  (2)  the 
retailer  could  convert  the  item  to 
another  use  or  alter  the  item  to  make  it 
comply  with  the  regulations;  or  (3)  the 
retailer  could  remove  the  item. 
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E.  Conditions  of  Manufacture,  Sale,  and 
Distribution  (§897.16) 

1.  Restrictions  on  Nontobaoco  Trade 
Names  on  Tobacco  Products 

Proposed  §  897.16  would  have 
established  several  important 
restrictions  or  conditions  on  the  sale  of 
cigarettes  and  smokeless  tobacco. 
Proposed  §  897.16(a)  would  have 
prohibited  the  use  of  a  trade  or  brand 
name  for  a  nontobacco  product  as  the 
trade  or  brand  name  for  a  tobacco 
product  "except  for  tobacco  products  on 
vdiich  a  trade  or  brand  name  of 
nontobacco  product  was  in  use  on 
January  1, 1995.”  For  example,  Harley 
Davidron  cigarettes  would  be 
"grandfathored”  under  this  provision, 
libe  preamble  to  the  1995  proposed  rule 
stated  that  the  provision  wovdd  be 
necessary  to  prevent  the  industry  hum 
circumventing  the  purpose  behind  the 
rule  (60  FR  41314  at  41324)  hy 
benefitting  horn  the  promotion  of  the 
nontobacco  items  in  ways  that  appeal  to 
young  people.  FDA  not^,  however,  that 
sevei^  cigarette  brands  already  iised 
trade  names  that  are  normally 
associated  with  nontobacco  products 
and  would  exempt  those  brands  from 
§  897.16.  The  final  regulation  remains 
essentially  the  same,  hut  clarifies  the 
agency’s  intent  by  amending  the 
language  to  limit  the  exception  to  those 
product  names  "whose  trade  or  brand 
name  was  on  both  a  tobacco  product 
and  a  nontobacco  product  that  were 
sold  in  the  United  States  on  January  1, 
1995.” 

(49)  FDA  received  few  comments  on 
this  provision.  The  comments  asserted 
that  the  1995  proposed  rule  would  effect 
takings  compensable  vmder  the  Fifth 
Amendment 

The  agency  disagrees  with  these 
comments.  *rhe  fiiml  rule  does  not 
violate  the  Fifth  Amendment  This  issue 
is  discussed  in  greater  detail  in  section 
XI.  of  this  document.  * 

(50)  Several  comments  on  the  use  of 
nontobacco  trade  names  on  tobacco 
products  would  delete  proposed 

§  897.16(a),  arguing  that  the  provision 
will  have  no  effect  on  cigarette  or 
smokeless  tobacco  use  by  young  people, 
and  that  businesses  shoiild  be  firm  to 
decide  how  to  advertise  or  sell  their 
products.  One  comment  challenged  the 
agency’s  authority  to  regulate 
nontobacco  trade  names,  stating  that  the 
act  only  permits  the  agency  to  take 
action  against  names  &at  are  false  and 
misleading.  According  to  this  comment, 
a  nontobacco  trade  name  that  appeals  to 
yoimg  people  does  not  become  subject 
to  the  act.  'The  comment  further  charged 


that  FDA  has  no  evidence  to  support  a 
conclusion  that  a  tobacco  product 
bearing  a  nontobacco  trade  name  would 
be  especially  appealing  to  young  people; 
the  comment  explained  that  the  brands 
mentioned  by  FDA  in  the  preamble  to 
the  1995  proposed  rule— Harley- 
Davidson,  Cartier,  and  Yves  St. 

Laurent’s  Ritz  cigarettes — either  have 
very  small  market  shares  or  are  not  sold 
in  &e  United  States. 

In  contrast,  one  comment  said 
§  897.16(a)  is  "essential  to  avoid  the 
same  problems  that  occur  with  ‘image’ 
advertising.”  The  comment  explain^ 
that  tobacco  manufacturers  have  used 
nontobacco  trade  names  on  tobacco 
products  to  give  the  tobacco  products  an 
“instant  image.” 

The  point  of  this  provision,  like  the 
restrictions  on  advertising,  is  to  ensure 
that  the  restrictions  on  sale  and 
distrihution  to  children  and  adolescents 
are  not  undermined  by  how  the  product 
is  presented  to  the  public.  As  detailed 
in  subpart  D  of  part  897,  FDA  is 
restricting  the  way  dgarefte  and 
smokeless  tobacco  are  advertised  in 
order  to  eliminate  those  elmnents  that 
resonate  most  strongly  with  the  needs  of 
those  under  18  to  establish  an 
appropriate  image  and  to  create  a  sense 
of  acceptance  and  belonging.  The  use  of 
nontobacco  trade  names  has  particular 
appeal  in  the  former  regard.  If  a  firm 
could  use  a  popular  nontobacco  product 
trade  name  and  put  it  on  a  tobacco 
product,  the  firm  could  attempt  to 
exploit  the  imagery  or  consumer 
identification  atta^ed  to  the 
nontobacco  product  to  make  the  tobacco 
appeal  to  young  people. 

For  example,  young  people  might 
purchase  a  particular  nontobacco 
product  that  they  perceive  as 
symbolizing  the  adult  sophistication  or 
sex  appeal  of  its  users;  they  might  also 
be  inclined  to  purchase  cigarettes 
bearing  the  same  trade  name  if  they 
perceive  that  the  cigarettes  will  enhance 
their  lifestyles  in  the  same  manner. 
Section  897.16(a),  therefore,  eliminates 
a  potential  loophole  in  the  advertising 
and  labeling  provisions. 

FDA  also  disagrees  with  the  comment 
challenging  FDA’s  authority.  Section 
897.16(a)  is  authorized  imder  section 
520(e)  of  the  act  which  permits  FDA  to 
restrict,  by  regulation,  the  sale, 
distribution,  or  use  of  certain  devices. 
Prohibiting  firms  from  adopting 
nontobacco  product  names  that  appeal 
to  young  people  is  a  restriction  on  the 
pr^uct’s  “sale.”  The  comment’s 
suggestion  that  FDA  cannot  rely  on 
section  502(a)  of  the  act  reveals  a 
misimderstanding  of  FDA’s  position. 


FDA  predicated  its  action  on  section 
520(e)  of  the  act  and  therefore  it  is  not 
necessary  to  address  the  relevance  of 
section  502(a). 

FDA  is  not  persuaded  that  small 
market  shares  for  cigarette  products 
bearing  nontobacco  trade  names 
imdermines  the  need  for  §  897.16(a). 

The  preamble  to  the  1995  proposed  rule 
demonstrated  that  young  people  use  the 
most  heavily  advertised  brands  and  that 
they  can  puixdiase  cigarettes  and 
smokeless  tobacco  easily  (60  FR  41314 
at  41323  throu^  41326,  and  41332). 

The  brands  cited  in  the  preamble, 
Harley-Davidson,  Cartier,  and  Yves  St 
Laurent’s  Ritz,  are  not  among  the  most 
heavily  advertised  brands,  and, 
according  to  the  comment,  two  (Cartier 
and  Ritz)  are  not  sold  in  the  United 
States.  Thus,  there  is  no  reason  to 
expect  these  brands  to  be  especially 
appealing  to  or  purchased  by  young 
people  in  the  United  States  today. 
However,  if  the  other  provisions  in  this 
rule  are  effective,  some  manufacturers 
might  try  altering  their  advertising  or 
marketing  strategy  in  order  to  generate 
product  appeal;  §  897.16(a)  thus 
eliminates  this  potentially  significant 
avenue  for  making  a  product  appeal  to 
young  people. 

(51)  A  few  comments  noted  that  the 
provision  did  not  elaborate  on  what 
constitutes  a  "trade  or  brand  name  for 
a  nontobacco  product.”  One  comment 
interpreted  the  terms  as  including  any 
nontobacco  product  trade  name  \ised 
anywhere  in  the  world  and,  as  a  resvdt, 
argued  that  the  provision  would  impose 
an  impossible  burden  on  manufacturers 
to  conduct  trademark  searches.  'The 
comment  added  that  manufacturers 
would  not  be  able  to  conduct  trade  or 
brand  names  searches  with  certainty 
(because  the  1995  proposed  rule  did  not 
confine  itself  to  registered  trademarks) 
and  manvifacturers  would  be  subject  to 
regulatory  action  even  if  they 
unlaiowingly  used  a  trade  or  brand 
name  for  a  nontobacco  product. 

In  contrast,  another  comment  noted 
that  a  brand  name  directory  published 
by  the  Tobacco  Merchants  Association 
of  the  United  States  lists  numerous 
brand  names  for  both  nontobacco  and 
tobacco  products.  The  comment 
suggested  that  there  are  a  greater 
number  of  cigarette  products  whose 
brand  names  were  the  same  as  brand 
names  for  nontobacco  products  than  the 
three  brands  that  FDA  identified  in  the 
preamble  to  the  1995  proposed  rule.  The 
comment  suggested  that  FDA  amend  the 
rule  to  limit  eligible  brand  name  "tie- 
ins”  to  those  relating  to  both  tobacco 
products  and  to  nontobacco  products 
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sold  in  the  United  States  as  of  January 
1, 1995. 

FDA  agrees,  in  part,  with  the 
conunents.  It  wovdd  be  luueasonable  for 
the  regulation  to  encompass  all  possible 
nontobacco  product  trade  names, 
regardless  of  their  nationality  or 
whether  the  trade  name  was  a  registered 
trademark.  Neither  FDA  nor 
manufacturers  would  be  able  to  ensiure 
that  a  name  was  not  used  elsewhere. 

FDA  intended  that  proposed  §  897.16(a) 
would  apply  to  trade  names  in  use  in 
the  United  States,  and  that  the 
exception  for  nontobacco  product  trade 
names  would  apply  only  to  product 
trade  names  that  were  in  use  on  both 
tobacco  and  nontobacco  products  as  of 
January  1, 1995.  Consequently,  to  clarify 
the  rule,  FDA  has  amended  §  897.16(a) 
to  restrict  manufactiners  to  use  of  those 
product  names  that  were  used  on  both 
nontobacco  and  tobacco  products  in  the 
United  States  as  of  January  1, 1995. 

(52)  One  comment  would  amend 

§  897.16(a)  to  state  that,  in  addition  to 
being  on  the  market  as  of  January  1, 

1995,  the  cigarette  brand  had  to  have 
generated  sales  of  at  least  500  million 
cigarettes  or  500  million  grams  of 
cigarette  or  smokeless  tobacco  in  1994. 
The  comment  explained  that  this 
amendment  would  eliminate  a 
“loophole”  because  a  product  with 
“nominal  sales  volvune  could  open  up 
large  marketing  holes  for  all  sorts  of 
product  names.” 

FDA  declines  to  amend  the  provision 
as  suggested  by  the  comment.  The  final 
rule,  as  amended,  prohibits 
manufacturers  fi'om  using  a  nontobacco 
product  trade  or  brand  name  as  the 
trade  or  brand  name  for  a  cigarette  or 
smokeless  tobacco  product.  The  sole 
exception  is  for  tobacco  products  whose 
trade  or  brand  name  was  on  both 
nontobacco  and  tobacco  products  sold 
in  the  United  States  as  of  January  1, 
1995.  FDA  will  construe  this  exception 
narrowly  such  that  the  trade  or  brand 
name  on  the  nontobacco  product  must 
be  the  same.  For  example,  if  the  trade 
name  for  a  nontobacco  product  was 
“Old  Time  Country  Store,”  a  cigarette 
product  called  “Old  Time”  would  not 
qualify  for  the  exception  because  the 
name  is  not  identical  to  that  for  the 
nontobacco  product. 

(53)  FDA,  on  its  own  initiative,  has 
amended  §  897.16(a)  to  replace  the  word 
“may”  with  “shall.”  This  amendment  is 
intended  to  reinforce  the  notion  that, 
except  as  otherwise  provided  in 

§  897.16(a),  manufacturers  are 
prohibited  fit>m  using  a  trade  or  brand 
name  of  a  nontobacco  product  as  the 


trade  or  brand  name  for  a  cigarette  or 
smokeless  tobacco  product. 

2.  Minimum  Package  Size 

Proposed  §  897.16(b)  would  have 
made  20  cigarettes  the  minimiun 
package  size  for  cigarettes.  The 
preamble  to  the  1995  proposed  rule 
explained  that  FDA  selected  20  as  the 
minimum  number  of  cigarettes  because 
most  cigarette  padcs  in  the  United  States 
contain  20  cigarettes  and  that 
establishing  a  minimum  package  size 
would  preclude  firms  from 
manufacturing  so-called  “kiddie  packs.” 
The  preamble  to  the  1995  proposed  rule 
explained  that  “kiddie  pai^”  usually 
contain  a  small  nmnber  of  cigarettes,  are 
easier  to  conceal,  and  etre  less  expensive 
than  full-sized  packs.  The  preamble  to 
the  1995  proposed  rule  also  noted  that, 
based  on  studies  or  reports  in  other 
coimtries,  significant  numbers  of 
children  purchase  “kiddie  packs”  (60 
FR  41314  at  41324).  Thus,  by 
establishing  a  minimiun  package  size, 
the  1995  proposed  rule  would  have 
essentially  eliminated  the  manufacture, 
distribution,  and  sale  of  “kiddie  packs.” 
The  final  rule  provides  a  narrow 
exception  to  the  minimum  package  size 
in  response  to  a  comment  on  vending 
.  mach^es  that  sell  certain  packaged, 
single  cigarettes. 

(54)  Several  comments  opposed 
creating  any  minimum  package  size.  A 
minority  disputed  that  the  rule  would 
be  effective,  stating  that  ycimg  people 
will  get  cigarettes  anyway  or  will  simply 
begin  pur^asing  full-sized  packs.  One 
comment,  submitted  on  behalf  of 
specialty  tobacco  companies,  suggested 
exempting  specialty  tobacco  products 
fi’om  the  rule.  The  comment  explained 
that  many  specialty  tobacco  products 
are  produced  in  package  sizes  smaller 
than  20  cigarettes,  ranging  fiom  8  to  18 
cigarettes,  but  that  young  people  do  not 
purchase  specialty  tobacco  piquets. 
Consequently,  the  comment  sought  an 
exemption  for  specialty  tobacco 
products  or  for  products  with  a  very 
small  market  share.  One  comment 
asserted  that  small  package  sizes  reduce 
smoking  by  adults  while  another 
comment  would  amend  the  rule  to 
lower  the  minimum  size  to  10  cigarettes; 
neither  comment  offered  any  evidence 
to  support  their  assertions. 

In  contrast,  many  comments 
supported  proposed  §  897.16(b).  The 
comments  indicated  that  eliminating 
“kiddie  packs”  is  “essential  to  protect 
youth”  and  described  “kiddie  packs”  as 
an  “obvious  come-on  that  would  appeal 
to  Idds.”  Other  comments  said  the 
provision  would  reduce  imderage 


purchases  because  children  would  not 
be  able  to  afford  full-sized  packs  as 
easily  or  as  quickly  as  they  might  afford 
“Idddie  pac^.” 

.  The  final  rule  retains  20  cigarettes  as 
the  minimum  package  size,  llie  agency 
disagrees  that  this  provision  will  be 
ineffective.  The  provisions  in  this 
subpart  are  designed  to:  (1)  Make  young 
people’s  access  to  cigarettes  and 
smokeless  tobacco  more  difficult  by 
restricting  specific  modes  of  access  to 
these  products  that  young  people  use, 
and  (2)  make  pinchases  by  yoimg 
people  more  difficult  (by  requiring  proof 
of  age,  and  other  methods)  and  more 
expensive  (by  eliminating  free  samples 
emd  “Idddie  packs”). 

Additionally,  while  some  tobacco 
products,  specifically  the  specialty 
tobacco  pr(^ucts,  may  have  been  sold  in 
smaller  sizes,  the  benefits  of  eliminating 
“Idddie  paclcs,”  namely  eliminating  a 
product  size  that  is  relatively 
inexpensive  and  appealing  to  young 
people,  outweigh  any  inconvenience  to 
adults. 

FDA  also  declines  to  create  an 
exemption  based  on  market  share  or 
claims  that  young  people  do  not  use  a 
particular  type  of  cigarette;  such 
exemptions  would  not  treat 
manufacturers  equally,  would  depart 
firom  FDA’s  traditional  approach  of 
regulating  devices  as  a  class  (see  section 
IV.B.  of  this  document),  and  would  be 
impractical  because  a  firm’s  compliance 
with  the  rule  could  vary  depending  on 
fluctuations  in  market  share  and  use  by 
yoimg  people.  Moreover,  even  a  small 
percentage  of  a  market,  such  as  1  or  2 
percent,  could  translate  into  a  large 
munber  of  Americans;  for  example,  2 
percent  of  the  approximately  50  million 
Americans  who  smoke  would  represent 
1  million  people.  Two  percent  of  the 
approximately  3  milfion  children  imder 
age  18  who  are  regular  smokers  would 
represent  60,000  young  people. 

Furthermore,  FDA  declines  to  make 
10  cigarettes  the  minimum  package  size. 
The  comment  did  not  offer  any 
justification  for  the  lower  figure,  and  the 
agency  believes  that  a  smaller  package 
size  would  be  coimterproductive 
because  a  10-cigarette  minimum  size 
would  be  tantamoimt  to  making  a 
“kiddie  pack”  the  minimum  package 
size  for  cigarettes. 

(55)  One  comment  supported  the 
provision,  but  suggested  that  FDA 
amend  the  rule  to  prevent  the 
development  of  “mini”  cigarettes  or 
“short  smokes.”  The  comment  said  such 
products  contain  less  tobacco  so  that 
they  can  be  sold  at  a  lower  price. 
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The  agency  declines  to  amend  the 
rule  as  suggested  by  the  comment. 

Section  897.3(a)  define  a  cigarette,  in 
part,  as  any  product  that  consists  of  any 
roll  of  tobacro;  it  does  not  establish  a 
minimiim  quantity  of  tobacco.  Thus, 
while  manufacturers  can  develop  such  a 
product,' it  would  still  be  a  cigarette 
under  this  rule  and  subject  to  all 
restrictions  for  cigarettes. 

(56)  Two  comments  would  amend  the 
minimum  package  size  by  increasing  it 
to  200  cigarettes  or  a  carton  of  cigarettes. 
The  comments  explained  that  making 
cartons  the  minimum  package  size 
would  further  reduce  access  to 
cigarettes  by  young  people  becatise 
cartons  would  be  more  expensive  than 
single  packs  and  would  be  harder  to 
shoplift.  The  comment  said  that  adults 
would  not  be  adversely  affected  by  such 
a  change  because  advilts  generally  buy 
cartons. 

The  agency  declines  to  make  200 
cigarettes  or  one  carton  the  minimum 
“package”  size.  Eliminating  cigarette 
packages  woiild  unduly  affect  those 
adiilts  who  prefer  to  purchase  cigarette 
packs  rather  than  cartons  due  to  limited 
funds  or  other  reasons,  and  would 
imduly  affect  manufacturers, 
distributors,  and  retailers  because,  at  the 
very  least,  they  would  need  to  revise 
manufacturing  practices  or  machines 
and/or  revise  or  reconfigure  product 
storage  practices  and  units  to 
accommodate  only  cartons.  It  is  even 
possible  that  some  adidts  might 
consiime  more  cigarettes  if  the 
minimum  package  size  were  increased 
to  200  cigarettes. 

(57)  One  comment  challenged  the 
agency’s  authority  for  proposed 

§  897.16(b).  The  comment  argued  that 
requiring  a  minimum  package  size 
exceeds  FDA’s  authority  under  the  act 
because  it  does  not  purport  to  provide 
reasonable  assurance  of  the  piquet’s 
safety  and  effectiveness  to  potential 
users. 

FDA  disagrees  with  the  conunent. 
Section  520(e)  of  the  act  authorizes  the 
agency  to  impose  restrictions  on  the 
s^e,  distribution,  and  use  of  a  device. 
Establishing  a  minimum  package  size  is 
a  restriction  on  the  sale  and  distribution 
of  these  devices  and  is  reasonably 
related  to  assuring  the  product’s  safety 
for  those  persons,  namely  yovmg  people, 
whom  this  rule  protects.  Cigarettes  and 
smokeless  tobacco  either  cause  or  are 
associated  with  serious  adverse  health 
effects,  and  the  evidence  suggests  that 
“kiddie  packs”  appeal  to  young  people. 
Hence,  establishing  a  minimum  pac^ge 
size  that  is  larger  than  a  “kiddie  pack” 
should  help  r^uce  yoimg  people’s 


access  to  these  products  and,  as  a  result, 
protect  them  from  those  potential 
adverse  health  effects. 

(58)  One  conunent  stated  that  the 
agency  lacks  factual  support  for  a 
minimum  package  size,  claiming  that 
there  is  no  evidence  that  young  people 
buy  such  products  or  that  “kiddie 
packs”  are  especially  popular  with 
young  people.  The  comment  claimed 
that  the  studies  dted  by  FDA  in  the 
preamble  to  the  1995  (uoposed  rule  are 
flawed  due  to  small  sample  size.  The 
comment  disputed  the  results  of  those 
studies,  arguing  that  the  studies  did  not 
show  whether  yoimg  people  favored 
small  package  sizes  b^use  they  are 
easily  concealed — a  retison  identified  by 
FDA  in  the  preamble  to  the  1995 
proposed  rule— or  because  they  are  less 
expensive.  The  comment  added  that 
FDA’s  rationale  is  further  undermined 
by  the  fact  that  FDA  has  claimed  both 
that  young  people  are  price  sensitive 
and  that  they  do  not  purchase 
inexpensive  brands.  According  to  the 
comment,  it  is  not  possible  to  have  it 
both  wap. 

Specifically,  the  comment  questioned 
the  validity  of  the  1987  Austrian  study 
by  Wilson.  'The  comment  argued  that 
the  authors  could  not  assure  that  the 
subject  population  of  14-  and  15-year 
olds  was  representative  and,  because 
selection  criteria  for  the  adult  subjects 
differed,  the  results  from  the  adult 
population  could  not  be  compared  to 
the  results  from  the  14-  to  15-year  old 
subjects.  ’The  comment  disputed  the 
study's  finding  that  yoimg  Australians 
favored  smaller  cigarette  packages 
because  the  small  packs  were  more 
“concealable,”  stating  that  the  study  did 
not  explain  whether  a  pack  containing 
15  cigarettes  was  significantly  smaller 
than  a  pack  containing  20  cigarettes. 

The  comment  also  criticized  the  study 
for  being  unclear  as  to  whether  the 
researchers  surveyed  youth  smokers 
alone  or  young  smokers  and  other 
youths  to  determine  why  young  people 
purchased  the  15-cigarette  pacl^ge,  and 
it  criticized  FDA  for  not  mentioning  that 
the  third  most  popular  reason  for 
purchasing  15-cigarette  packs  was 
“reducing  smoking.” 

FDA  is  not  persuaded  that  the  studies 
are  unreliable.  The  comment’s 
criticisms  of  the  Wilson  study  do  not 
acknowledge  that  the  study’s  authors 
compensated  for  the  lack  of  a 

Wilson,  D.  H.,  et  aL,  “IS’s:  They  in 
Everywhere— Especially  the  School  Bag;  A  Survey 
of  Purchases  of  Packets  of  15  Qgarettes  by  14  and 
15  Year  Olds  in  South  Aiutralia,”  Supplement  to 
Community  Health  Studies  XI  (1),  pp.  16s-20s, 
1987. 


population-based  probability  sample  by 
using  a  sample  size  that  exceeded  the 
required  size  for  a  simple  random 
sample.  ’The  authors  used  a  cross- 
sectional  sample  of  649  young  people 
between  the  ages  of  14  and  15.  'This 
number  exceeded  the  363  persons 
required  for  a  simple  random  sample, 
ba^  on  an  estimate  that  40  percent  of 
the  25,000  South  Australian  children 
aged  14  to  15  years  old  would  be 
smokers  and  using  95  percent 
confidence  intervals  of  35  to  45  percent, 
and  exceeded  the  567  person  sample 
size  that  would  be  obtained  when  the 
random  sample  size  is  multiplied  by  a 
factor  of  1.3  to  allow  for  a  clustered 
design  and  increased  20  percent  to 
allow  for  persons  dropping  out  of  the 
survey. 

Ad^tionally,  while  the  study  did  say 
that  the  sample  of  14-  and  15-year  old 
children  was  a  “sample  of 
convenience,”  that,  alone,  does  not 
make  the  study  unreliable.  Many  studies 
use  a  sample  of  convenience  rather  than 
a  representative  sample,  and  the 
application  of  a  study’s  results  or 
findings  to  a  broader  population 
depends  on  the  study’s  methodology. 

’The  comment’s  criticism  of  the 
different  selection  methods  lacks  merit 
because  it  neglects  to  consider  the 
context  for  the  selection  method.  ’The 
authors  selected  schools  in  order  to 
obtain  underage  subjects;  this  selection 
method  precluded  getting  a 
representative  sample  of  adults  (because 
they  would  not  be  in  schools).  For  the 
adult  subjects,  selection  was  based  on  a 
probability-based  method  of  selection 
instead  of  school  affiliation.  Both 
selection  methods  were  scientifically 
valid. 

Moreover,  two  well-conducted  studies 
provide  a  reasonable  basis  for 
comparison,  even  between  different 
populations.  This  is  especially  true  for 
the  Wilson  study  because  both  the 
adolescent  and  adult  studies  were 
performed  under  the  auspices  of  the 
South  Australian  Health  Commission 
and  were  drawn  firom  the  same 
geographical  area  within  2  weeks  of 
each  other.  Thus,  one  can  reasonably 
assume  that  the  studies  were  well 
conducted  and  that  comparisons 
between  the  adolescent  and  adult 
groups  were  appropriate. 

Finally,  the  comment’s  criticism  of 
Wilson’s  findings  is  also  misplaced. 
Contrary  to  the  comment’s  assertion,  the 
issue  is  not  whether  15-cigarette  packs 
are  smaller  or  more  easily  concealed 
than  full-sized  packs.  Nor  is  the  issue 
whether  underage  smokers,  as  opposed 
to  underage  smokers  and  other  young 
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people,  prefer  IS-dgarette  packs. 

Instead,  the  issue  is  whether  young 
people,  for  whatever  reason,  favor  and 
purchase  smaller  packs.  The  study 
indicated  that  over  90  percent  of  the 
young  people  surveyed  preferred  IS- 
dgarette  packs  because  they  considered 
them  to  be  less  expei^ive,  easier  to 
conceal,  or  helpful  to  reduce  smoking. 
This,  led  the  authors  to  state  that,  “if 
adolescents  did  not  have  available  to 
them  these  cheaper  brands,  or  the  price 
was  raised  considerably,  or  packaging  in 
a  way  that  is  more  appealing  to 
adolescent  budgets  was  prohibited  then 
the  current  popularity  of  15’s  would  be 
reduced  considerably.”** 

(59)  The  same  comment  challenged  a 
study  by  Hill.  The  preamble  to  the 
1995  proposed  rule  dted  this  study  to 
show  that  younger  children  (12-year 
olds  in  the  study)  preferred  15-cigarette 
packages  more  dian  older  children  (17- 
year  olds)  and  that  older  children 
preferred  packages  containing  25 
cigarettes.  However,  the  comment 
interpreted  the  Hill  study  in  a  much 
different  manner,  noting  that,  according 
to  the  study,  the  yoimgest  age  group 
experienced  the  greatest  decline  in 
smoking  prevalence  in  the  period 
following  the  introduction  of  the  15- 
cigarette  package.  Thus,  the  comment 
asserted  that,  “[t]his  fact  suggests  that 
smaller  packages  are  associated  with 
less  youth  smoking,  rather  than  more.” 
The  comment  further  stated  that  the 
researchers’  opinion  that  price  and 
“concealability”  make  smaller  packages 
appealing  to  yoxmg  people  is 
contradicted  by  the  findings  that 
children  in  all  age  groups  preferred  25- 
and  30-cigarette  packages. 

FDA  believes  that  the  comment 
misinterprets  the  study.  While  the  study 
did  indicate  that  the  proportion  of 
Australian  students,  aged  12  to  17  years, 
who  smoked  weekly  declined  firom  1984 
to  1987  (with  the  greatest  declines  in  the 
yoimgest  age  groups),  the  study  did  not 
attribute  the  decline  to  the  introduction 
of  a  smaller  cigarette  package.  Instead, 
the  study  attributed  the  decline  to  “the 
health  education  and  promotional 
campaigns  that  were  established  in 
Australia  during  the  period  between  the 
surveys.”  *® 

Similarly,  a  closer  examination  of  the 
study  does  not  support  the  comment’s 
assertion  that  the  popularity  of  larger 
cigarette  packages  among  Australian 
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schoolchildren  refutes  FDA’s  statement 
that  the  price  and  “concealability”  of 
smaller  packages  appeal  to  young 
people.  The  study  found  that  42  percent 
of  the  children  surveyed  smoked 
cigarettes  from  25-cigarette  packages, 
with  the  next  most  popular  size  being 
30-cigarette  packages.  Nearly  20  percent 
smoked  cigarettes  fiom  15-cigarette 
packages,  and  “preference  for  packets  of 
this  size  showed  a  marked  inverse 
relationship  with  age,  decreasing  fiom 
30%  of  12-year-old  school  children  to 
11%  of  17-year-old  school  children.” 

The  study  did  not  attribute  the 
popularity  of  the  smaller  package  size  to 
lower  price  or  concealability  but  merely 
cited  the  Wilson  study  to  say  that  young 
people  “presumably”  prefer  the  smaller 
packages  for  those  reasons.  Yet, 
regardless  of  the  reason,  the  Hill  study 
illustrates  that  a  significant  percentage 
of  young  people  prefer  smaller  package 
sizes  and  that  the  percentage  increases 
in  the  younger  age  groups. 

(60)  The  same  comment  tdso 
criticized  the  Nova  Scotia  study.  **  FDA 
cited  this  study  to  show  that  49  percent 
of  tobacco  users  in  the  sixth  grade 
purchased  15-cigarette  packages.  The 
comment  criticized  the  Nova  Scotia 
study  for  the  “absurdly  small  size  of  this 
population  sample  (37  students).”  The 
comment  also  criticized  the  Nova  Scotia 
study’s  assertion  that  price  and 
concealability  motivate  yoimg  people  to 
purchase  small  cigarette  packages.  The 
Nova  Scotia  study  indicated  that  only  3 
percent  of  the  sixth  grade  students 
surveyed  (or  one  out  of  the  37  students) 
purchased  single  cigarettes  compared  to 
11  percent  of  the  twelfth  grade  students 
(or  12  students  out  of  the  123  surveyed). 
The  comment  argued  that  the  Nova 
Scotia  study  showed  that  twelfth  grade 
students  “were  four  times  as  likely  as 
the  sixth-graders  to  purchase  single 
cigarettes”  and  that,  “[i]f  price  and 
’concealability’  were  the  key  factors  for 
young  people,  those  in  the  yoimgest  age 
group  would  surely  be  purchasing 
single  cigarettes,  not  15’s”. 

The  comment  misconstrues  the 
importance  of  the  study.  FDA  cited  this 
study  to  show  that  49  percent  of  tobacco 
users  in  the  sixth  grade  purchased  15- 
cigarette  packages,  but  the  agency  did  - 
not  rely  solely  on  the  Nova  Scotia  study 
as  evidence  that  young  people  prefer 
small  cigarette  packages.  Instead,  the 
agency  cited  the  Nova  Scotia  study  and 
the  Hill  study  that  surveyed  19,166 
Australian  schoolchildren  to  show  that 
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the  youngest  children  prefer  smaller 
cigarette  packages.  So,  even  if  the  Nova 
Scotia  study  usi^  a  small  sample  size, 
the  study’s  findings  are  consistent  with 
the  Australian  study  that  surveyed 
19,166  children. 

The  agency  also  disagrees  with  the 
comment’s  claim  that  the  Nova  Scotia 
study  contradicts  FDA’s  view  that 
yoimg  people  purchase  “kiddie  packs” 
due  to  their  low  price  and  small  size. 

The  study  did  not  examine  specific 
reasons  for  purchasing  single  cigarettes 
as  opposed  to 

15-,  20-,  or  25-cigarette  packages,  and  so 
it  would  be  inappropriate  to  draw  any 
conclusions  based  on  different  purchase 
rates  alone.  In  other  words,  the 
percentage  of  students  who  purchase  a 
particular  package  size  may  offer  little 
or  no  insist  as  to  the  reasons  why  a 
student  selected  a  particular  package 
size. 

Other  factors  might  also  explain  the 
low  rate  of  single  cigarette  sales  relative 
to  cigarette  packages.  Low  price  and 
concealability  mi^t  be  important 
factors  in  pui^asing  behavior,  but  they 
may  not  be  the  controlling  or  sole 
factors  behind  a  purchase.  For  example, 
the  preamble  to  the  1995  proposed  rule 
stated,  among  other  things,  tJ^t  single 
cigarettes  mt^e  children  more  willing  to 
experiment  with  tobacco  products  (60 
FR  41314  at  41324),  and  stated  that 
young  people  see  or  use  tobacco 
products  as  a  badge  or  method  of 
conveying  or  creating  a  certain  image  for 
themselves  (60  FR  41314  at  41329).  A 
single  cigarette,  sold  without  a  package, 
is  an  ineffective  “badge”  compared  to 
the  more  conspicuous  cigarette  pack. 
Additionally,  very  young  children  may 
not  opt  for  single  cigarettes  because  ‘ 
such  products  are  typically  purchased 
fiom  retailers  that  may  question  the 
children’s  age.  (See  60  FR  41314  at 
41325  (very  yoimg  children  rely  on 
vending  machines  more  often  than  older 
children).)  The  Nova  Scotia  study, 
however,  did  not  examine  reasons  for 
purchasing  single  cigarettes  as  opposed 
to  purchasing  15-cigarette  packages,  and 
so  the  agency  declines  to  draw  any 
conclusions  solely  firom  different  sales 
rates  for  single  cigarettes  compared  to 
those  for  cigarette  packages. 

(61)  One  comment  suggested 
amending  §  897.16(b)  to  prohibit 
manufacturers,  distributors,  and 
retailers  firom  selling  or  causing  to  be 
sold,  distributing  or  causing  to  be 
distributed,  “cigarettes  unless  contained 
in  packages  of  at  least  20  cigarettes.” 
The  comment  said  that  the  rule  did  not 
prevent  anyone  other  than  retailers  fiom 
selling  individual  cigarettes. 
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FDA  believes  the  comment 
misinteipreted  the  rule.  Section  897.3 
defines  a  “retailer”  as  any  person  who 
sells  cigarettes  or  smokeless  tobacco  to 
individuals  for  personal  consumption. 
Thvis.  a  manufacturer  or  distributor  who 
attempted  to  sell  single  cigarettes  to  a 
consmner  would,  xmder  the  final  rule, 
be  considered  a  “retailer”  for  purposes 
of  that  transaction  and  would  be  in 
violation  of  the  individtud  cigarette 
restriction  in  §  897.14. 

(62)  One  comment  suggested 
amending  the  rule  to  create  a  minimxnn 
package  size  for  smokeless  tobacco.  The 
comment  would  make  the  minimum 
package  size  for  smokeless  tobacco 
equivcdent  to  20  doses  of  nicotine,  but 
it  did  not  state  what  a  dose  would  be. 

The  agency  agrees  that  a  minimum 
package  size  for  smokeless  tobacco  may 
be  helpful,  but  lacks  sufficient 
information  to  determine  what  that  size 
should  be  for  the  various  forms  of 
smokeless  tobacco  on  the  market. 

Unlike  cigarettes,  which  are  generally 
sold  in  packages  of  20,  smokeless 
tobacco  comes  in  various  forms  and 
sizes,  and,  with  the  possible  exception 
of  prepackaged  forms,  can  be  used  in 
quantities  determined  by  the  user.  One 
individual,  for  example,  might  place 
more  chewing  tobacco  in  his  or  her 
mouth  than  another  individual. 
Consequently,  absent  more  information, 
the  agency  is  unable  to  establish  a 
minimum  package  size  for  smokeless 
tobacco. 

(63)  The  agency,  on  its  own  initiative, 
has  amended  §  897.16(b)  (minimum 
cigarette  package  size)  to  add  the 
introductory  phrase,  “Except  as 
otherwise  provided  under  this  section.” 
This  amendment  became  necessary 
because,  as  discussed  in  greater  detail  in 
section  IV.E.4.a.  of  this  document,  the 
agency  has  concluded  that  vending 
machine  sales  should  be  permitted  in 
facilities  that  are  inaccessible  to  yoimg 
people,  and  FDA  is  aware  of  at  least  one 
type  of  vending  machine  that  sells 
packaged,  single  cigarettes.  The  agency 
is  aware  of  vending  machines  that 
dispense  cartons,  packages,  and  now 
packaged,  single  cigarettes  and  has 
made  an  exception  for  packaged,  single 
cigarettes  due  to  their  unique  natiure 
(relatively  high  price  compared  to 
“loosies,”  packaging  in  compliance  with 
labeling  and  tax  requirements,  and  sale 
only  in  adul!  locations).  Additionally, 
FDA,  on  its  own  initiative,  has  revis^ 
the  rule  to  state  that  no  manu&cturer, 
distributor,  or  retcdler  “may”  sell  (rather 
than  “shall”  sell)  cigarette  packages 
containing  loss  than  20  cigarettes. 


3.  Maximum  Package  Size 

The  preamble  to  the  1995  proposed 
rule  also  invited  comment  as  to  whether 
a  maximum  package  size  should  be 
established.  The  preamble  to  the  1995 
proposed  rule  cited  one  study  that 
found  that  older  Australian  diildren 
favored  cigarette  packs  containing  25 
cigarettes  (60  FR  41314  at  41324). 

(64)  Several  comments  offered 
suggestions  regarding  a  maximum 
package  size.  One  comment  noted  that 
packages  containing  10  and  25  cigarettes 
have  bmn  sold  in  the  United  States  and 
suggested  that,  when  considering  a 
maximum  package  size,  FDA  should 
consider  the  attractiveness  of  the  pack 
and  whether  a  larger  pack  would 
encourage  increased  consiimption.  The 
comment  added  that  one  option  would 
be  to  limit  sales  to  200  units  (or  one 
carton).  Another  comment  would  make 
20  cigarettes  the  maximum  package  size, 
but  conceded  that  there  is  insufficient 
evidence  to  make  a  strong 
recommendation. 

In  contrast,  one  comment  stated  that 
the  agency  has  no  authority  or  evidence 
to  justify  creating  a  minimum  package 
size  and  so  it  lad^  authority  and 
evidence  to  create  a  maximum  package 
size. 

Based  on  the  comments,  there  is 
insufficient  evidence  to  establish  a 
maximum  package  size  for  cigarettes. 
There  is  little  experience  in  the  United 
States  with  package  sizes  greater  than  20 
cigarettes.  As  a  result,  the  final  rule  does 
not  establish  a  maximmn  package  size 
for  cigarettes. 

4.  Impersonal  Modes  of  Sale 

Proposed  §  897.16(c)  would  have 
permitted  cigarettes  and  smokeless 
tobacco  to  be  sold  only  in  a  direct,  face- 
to-face  exchange  between  the  retailer,  or 
the  retailer’s  employees,  and  the 
consumer.  Thus,  the  proposal  would 
have  prohibited  the  use  of  vending 
machines,  self-service  displays,  mail¬ 
order  sales,  and  mail-order  redemption 
of  coupons.  Implicit  in  this  provision, 
and  in  subpart  B  of  part  897,  is  the 
notion  that  transactions  involving 
restricted  devices  should  involve  a 
sense  of  “formrdity”  or  gravity  that 
conveys  to  both  the  seller  and  the  buyer 
the  seriousness  of  the  transaction  and  of 
the  products  themselves.  FDA  has 
amended  this  provision  in  response  to 
comments.  As  discussed  in  section 
rV.E.4.c.  of  this  docximent,  certain  mail¬ 
order  sales  are  now  exempted  fitim  this 
requirement,  as  are  vending  machines 
and  self-service  merchandisers  in 
facilities  not  admitting  individuals 
imder  the  age  of  18. 


a.  Vending  machines.  The  preamble  to 
the  1995  proposed  rule  cited  numerous 
studies  and  surveys  showing  that 
significant  percentages  of  young  people 
are  able  to  purchase  cigarettes  from 
vending  machines,  even  in  jurisdictions 
that  have  laws  restricting  the  placement 
of  those  machines  or  requiring  the  use 
of  locking  devices.  In  some  cases,  young 
people  successfuUy  bought  cigiurettes 
from  vending  machines  100  percent  of 
the  time  (60  FR  41314  at  41324  through 
41325).  Consequently,  the  agency 
elected  to  prohibit  the  use  of  vending 
machines  rather  than  restrict  their 
placement  or  reqiiire  locking  devices. 

FDA’s  proposal  to  eliminate  the  use  of 
vending  machines  (§  897.16(c)) 
generated  more  comments  than  any 
other  provision  aimed  at  reducing 
children’s  and  adolescents’  access  to 
tobacco  products;  the  agency  received 
thousands  of  comments  on  this 
provision.  While  agreeing  that  children 
and  adolescents  should  not  use  tobacco 
products,  comments  submitted  by  adult 
smokers,  the  tobacco  industry,  and 
vending  machine  oumers  and  operators, 
strenuously  objected  to  the  provision. 
Nearly  all  of  the  comments  in 
opposition  stated  that  the  provision 
would  be  vmnecessary  if  State  and  local 
jurisdictions  enforced  existing  laws 
prohibiting  the  sale  of  tobacco  products 
to  children  and  adolescents  under  the 
age  of  18. 

By  contrast,  concerned  adults, 
parents,  educators.  State  and  local 
public  health  agencies,  and  medical 
professionals  overwhelmingly 
supported  the  provision.  In  addition, 
tens  of  thousands  of  school  children 
wrote  letters  asking  that  vending 
machines  be  eliminated.  Nearly  all 
comments  in  favor  of  the  provision 
pointed  to  the  serious  health  risks  that 
a  lifetime  of  nicotine  addiction  poses  to 
children  and  adolescents  who  begin  to 
smoke,  arguing  that  vending  mad^es 
offer  chil^n  and  adolescents  who 
choose  to  begin  to  smoke  easy  access  to 
cigarettes. 

(65)  Several  comments  asserted  that 
the  proposed  restriction  pertaining  to 
vending  machines  woidd  effect  takings 
compensable  imder  the  Fifth 
Amendment. 

The  agency  disagrees  with  the 
comments.  As  discussed  in  greater 
detail  in  the  paragraph  below,  FDA  has 
amended  the  final  rule  to  permit 
vending  machines  in  facilities  that  are 
inaccessible  to  young  people  at  all 
times.  Additionally,  given  the  character 
of  this  regulation  and  the  lack  of 
reasonable,  investment-backed 
expectations  in  personal  property,  its 
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economic  impact,  while  potentially 
significant  for  some  persons,  is  not  such 
as  to  effect  a  taking.  The  agency 
addresses  Fifth  Amendment  issues  in 
greater  detail  in  section  XI.  of  this 
document. 

(66)  Most  comments  submitted  hy 
advdt  smokers  and  nearly  all  of  the 
comments  submitted  by  the  cigarette 
and  vending  machine  industries  stated 
that  the  provision  would  not  effectively 
reduce  children’s  and  adolescents’ 
access  to  cigarettes.  The  comments 
argued  that  the  proposed  elimination  of 
vending  machines  is  not  supported  by 
the  evidence  in  the  record,  either 
because  the  studies  cited  by  FDA  do  not 
measure  children’s  and  adolesc:ents’ 
actual  purchasing  habits,  or  because  the 
percentage  of  children  and  adolescents 
who  reportedly  buy  cigarettes  from 
vending  machines  is  not  significant. 
Finally,  many  adult  smokers  and  some 
parents  argu^  that  determined 
teenagers  will  find  a  way  to  obtain 
cigarettes  whether  or  not  vending 
machines  are  eliminated. 

On  the  other  hand,  almost  all  of  the 
children,  parents,  adults  who  do  not 
smoke,  medical  professionals,  and 
public  interest  groups  commented  that 
the  provision  would  effectively  reduce 
children’s  access  to  cigarettes.  These 
comments  generally  cited  personal 
experience  in  concluding  that  vending 
machines  provide  an  easy  source  of 
cigarettes  for  many  children  who  smoke. 
For  example,  the  executive  director  of  a 
public  health  education  program  wrote: 
“It  is  outrageous  that  we  allow  tobacco, 
a  most  addictive  drug,  to  be  sold 
through  vending  machines  where 
anyone  can  pur^ase  it!’’  Comments 
overwhelmingly  concluded  that  the 
elimination  of  vending  machines, 
coupled  with  the  other  proposed  access 
and  advertising  restrictions  and  the 
proposed  education  campaign,  would 
effectively  reduce  the  availability  of 
cigarettes  to  children. 

Several  comments  analyzed  currently 
available  studies  and  concluded  that 
“easy  access  to  vending  machines  *  *  * 
enable[s]  young  people  to  obtain 
cigarettes,  and  that  Ugh  proportions  of 
vending  machine  users  are  people  under 
18.’’  Moreover,  several  comments  in 
support  of  the  provision  dted  their  own 
studies  indicating  the  ease  with  which 
children  and  adolescents  obtain 
cigarettes  from  vending  machines.  For 
example,  a  coalition  dedicated  to 
preventing  and  reducing  tobacco  use 
submitted  its  1994  annual  report,  which 
included  an  article  describing  an 
undercover  buying  survey,  the  largest  of 
its  kind,  conducted  in  Spring,  1994.  One 


hundred  and  seven  teenagers 
participated  in  the  12-county  survey  by 
entering  stores  under  the  supervision  of 
an  adult  and  attempting  to  piirchase 
cigarettes,  and: 

[k]ids  were  more  successful  attempting  to 
buy  cigarettes  through  vending  machines 
[than  through  retail  outlets],  without  any 
adults  trying  to  stop  them.  Teens  made  21  of 
24  successful  attempts  to  purchase  cigarettes 
through  vending  machines,  an  88  percent 
success  rate. 

Similarly,  the  manager  of  a  youth 
tobacco  prevention  program  in 
Washington  State’s  Department  of 
Health  commented  that  “[a]  recent 
survey  in  one  Washington  cotmty  foimd 
that  youth  can  still  pti^ase  tobacco 
firom  vending  machines  at  a  75  percent 
success  rate.’’  The  comment 
recommended  that  all  tobacco  vending 
machines  be  eliminated. 

Finally,  comments  submitted  by 
children,  parents,  and  nonsmoking 
adults  incficate  that  these  groups  believe 
tobacco'  vending  machines  are  easily 
accessible  to  children  and  adolescents. 
One  comment,  typical  of  those 
submitted  by  children,  stated:  “I 
especially  agree  with  getting  rid  of 
vending  machines.  That,  I  think,  is 
probably  the  most  common  way  that 
children  get  their  cigarettes.’’  llie 
director  of  a  public  health  center  in 
California  submitted  the  results  of  a  poll 
indicating  that  75  percent  of 
Californians  support  banning  cigarette 
vending  machines. 

Ven(&ig  machines  certainly  represent 
one  of  the  major  ways  that  children 
currently  obtain  cigarettes.  In  addition 
to  studies  depicting  how  easily  children 
and  adolescents  coiild  purchase 
cigarettes  from  vending  machines,  the 
1995  proposed  rule  cited  siirveys  of 
children’s  actual  purchasing  behavior 
(60  FR  41314  at  41324  through  41325). 
Relying  on  both  types  of  evidence,  the 
agency  concluded  that  the  provision 
would  eliminate  one  of  the  primary 
sources  of  cigarettes  for  at  least  2 
percent  of  17-year-old  smokers  and  22 
percent  of  13-  to  17-year-old  smokers. 
Moreover,  the  agency  finds  that  the 
nmnber  of  children  and  adolescents  in 
these  two  groups  is  substantial. 

While  the  agency  agrees  that  some 
children  and  adolescents  who  are 
determined  to  smoke  may  find  or  create 
new  ways  of  obtaining  cigarettes,  the 
removal  of  vending  machines  fix)m  sites 
accessible  to  yoimg  people  will 
eliminate  what  is  currently  a  popular 
and  easy  means  of  access  to  tobacco, 
especially  for  younger  children.  In 
addition,  if  other  access  restrictions  are 
imposed,  such  as  requiring  customers  to 
provide  proof  of  age,  without  also 


eliminating  vending  machines,  use  of 
vending  machines  among  children 
between  the  ages  of  13  and  17  years 
would  likely  increase  (60  FR  41314  at 
41325).  Therefore,  the  agency  has 
concluded  that  the  provision  is  an 
important  part  of  the  overall  scheme  to 
reduce  children’s  and  adolescents’ 
access  to  cigarettes. 

(67)  The  agency  received  many 
comments  regarding  the  location  of 
vending  machines.  A  trade  association 
representing  the  cigarette  industry 
stated  that  most  vending  machines  are 
currently  inaccessible  to  children  emd 
adolescents  because  they  are  located 
either  in  areas  that  are  off-limits  to 
young  people,  such  as  nightclubs  or 
casinos,  or  in  areas  that  yoimg  people 
rarely  frequent,  such  as  industrial  plants 
and  private  offices.  Thus,  the  comment 
concluded,  eliminating  vending 
machines  will  not  discourage  youth 
smoking. 

The  vending  machine  industry  and 
establishments  that  currently  have 
vending  machines  tmanimously 
opposed  the  provision.  Some  conunents 
suggested  that  the  agency  specifically 
allow  vending  machines  in  locations 
where  yoimg  pteople  are  not  present. 

One  vending  machine  operator 
commented,  “(mjany  cigarette  machine 
vendors  are  small  businessmen  like 
myself:  95  percent  of  our  locations  are 
in  taverns  and  loimges,  where  no  one 
vmder  21  years  old  is  allowed  in.’’  Other 
comments  argued  that,  even  if  retail 
purchases  become  increasingly  difficult, 
vending  machines  in  ostabhsWents 
that  are  not  open  to  the  public  should 
not  be  eliminated  because  children  and 
adolescents  cannot  enter  these  places. 

Both  the  cigarette  and  vending 
machine  industries  argued  that  FDA’s 
conclusion,  that  children  and 
adolescents  can  easily  purchase 
cigarettes  firom  vending  machines  even 
in  “adult”  locations,  was  based  on 
flawed  studies.  Comments  argued  that 
the  sting  operations,  on  which  these 
studies  were  based,  do  not  demonstrate 
where  teenagers  actually  or  usually  go. 
One  comment,  submitt^  by  an 
association  representing  1,700  vending 
machine  companies,  argued  that:  “it  is 
highly  questionable  if  minors  might 
have  alone  and  without  encouragement 
entered  taverns  or  bars  in  restaurants 
just  to  purchase  cigarettes  without 
exemption  firom  the  district  attorney’s 
office.”  Moreover,  these  comments 
argued,  local  sting  operations  do  not 
establish  the  national  cigarette 
purchasing  habits  of  children  and 
adolescents. 
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In  contrast,  a  national  public  health 
organization  concluded  that  available 
studies  indicate  that  restricting  the 
location  of  vending  machines  is  an 
ineffective  method  of  controlling  sales 
of  tobacco  to  yoimg  people.  Another 
comment  opposed  to  weakening  the 
provision  characterized  as  imreliable 
the  number  of  machines  currently  in 
“adult"  locations.  The  comment 
attacked  as  statistically  unsoimd  a 
vending  machine  industry  survey  that 
concluded  that  77  percent  of  all  vending 
machines  are  in  “adult  locations.” 

FDA  has  determined  that  cigarettes 
should  not  be  dispensed  to  consiuners 
from  vending  machines  that  are 
accessible  to  children  and  adolescents. 
While  young  people’s  actual  ciurent 
purchasing  habits  provide  irrefutable 
evidence  of  accessibility,  available 
evidence  demonstrates  that  cigarette 
vending  machines  also  are  accessible  to 
children  and  adolescents  even  in 
locations  that  are  not  often  or  currently 
frequented  by  yoimg  people.  FDA  has 
determined  ^t  cigarette  vending 
machines  should  1m  eliminated  ^m 
locations  that  are  accessible  to  children 
and  adolescents,  whether  or  not 
children  and  adolescents  currently  use 
them. 

While  the  lOM  recommended  that 
vending  machines  be  eliminated 
altogether,  it  cautioned  that,  if  partial 
bans  were  to  be  enacted,  the  definition 
of  “adult”  location  must  be  narrowly 
drawn. 

Youths  do  not  now  report  “adult” 
locations  as  major  sources  of  tobacco,  but 
there  is  evidence  that  minors  can  often  easily 
enter  “adult”  locations,  and  once  inside,  can 
easily  buy  tobacco  products  *  *  *.  If  partial 
venchng  machine  bans  are  to  be  efiective,  the 
statutes  must  define  “adult”  locations 
carefully  and  narrowly.  For  example,  the  bar 
area  of  a  restaurant  is  not  sufficiently 
inaccessible  to  minors  to  deter  their 
purchases.  *  *  *  Many  bars  only  restrict 
access  to  alcohol;  they  do  not  restrict 
entrance  by  age.  Accordingly,  if  vending 
machine  are  permitted  at  all,  they  should  be 
permitted  only  in  locations  to  which  minors 
may  not  be  admitted. 

Based  on  comments,  FDA  has 
determined  that  some  “adult”  locations 
can  be  made  sufficiently  secure  to 
prevent  yoimg  people’s  access  and  that 
vending  machines  should  remain 
available  to  adults  in  these  locations. 

For  example,  some  establishments,  such 
as  nightclubs  or  casinos,  require  that 
patrons  present  proof  of  age  before  they 
are  permitted  to  enter  or  post  a  guard  at 
the  door  to  prohibit  underage  access.  In 
1994,  GDC  analyzed  15  recent  studies  of 
children’s  access  to  tobacco  and  noted' 


*'IOM  Raport,  p.  214. 


that  “[s]ome  inspections  of  private  clubs 
and  b^  were  not  carried  out  because 
access  to  the  outlet  was  blocked  by  a 
doorman  or  security  guard.”  **  FDA 
finds  that  those  establishments  where 
people  under  the  age  of  18  are  legally 
proMbited  from  entering  and  where  a 
system  exists  to  ensure  that  children  are 
prevented  firom  entering,  can,  in  fact,  be 
sufficiently  inaccessible  to  children  that 
the  goals  of  the  rule  would  not  be 
significantly  advanced  by  prohibiting 
vending  machines  in  those  limited 
locations. 

Other  “adult”  establishments  prohibit 
children  and  adolescents  from  entering, 
as  a  matter  of  establishment  policy.  For 
example,  some  private  clubs  do  not 
grant  membership  to  persons  undm*  the 
age  of  18  and  require  that  members 
provide  proof  of  membership  before 
entering  the  club.  Similarly,  for 
example,  some  industrial  or 
manufacturing  facihties  not  open  to  the 
public  may,  for  safety  reasons,  prohibit 
the  hiring  of  persons  imder  the  age  of 
18,  and  require  that  employees  present 
proof  of  employment  upon  entering  the 
facility.  FDA  finds  that  these 
establishments,  like  some  nightclubs  or 
casinos,  can  be  similarly  inaccessible  to 
children  and,  if  so,  should  be  permitted 
to  make  cigtuette  vending  machines 
available  to  their  adult  members  or 
employees. 

Futhennore,  an  exemption  for 
vending  machines  located  in  areas 
where  no  person  under  18  is  present  or 
permitted  to  enter  is  consistent  with  the 
“Prohibition  of  Qgarette  Sales  to  Minors 
in  Federal  Buildings  and  Lands  Act” 
(Pub.  L.  104-52,  sec.  636).  This 
particular  statute,  which  became  law  on 
November  19, 1995,  prohibits  the  sale  of 
tobacco  products  in  vending  machines 
located  “in  or  around  any  Federal 
building,”  but  the  statute  authorizes  the 
Administrator  of  the  General  Services 
Administration  (GSA)  or  the  head  of  an 
agency  to  exempt  areas  that  prohibit  the 
“presence  of  minors”  (whom  the  statute 
defines  as  individuals  under  age  18). 

See  also  41  CTR  101-20. 109(d) 
(Administrat  or  of  the  GSA  or  agency 
head  may  designate  areas  where 
vending  machine  sales  of  tobacco 
products  may  occur  “if  the  area 
prohibits  minors”);  61  FR  2121,  January 
25, 1996. 

Consequently,  §  897.16(c)  exempts 
vending  machines  located  in 
establishments  that  are  totally 
inaccessible  to  persons  under  18.  The 


92  “Design  of  Inspection  Surveys  for  Vendor 
Compliance  with  Restrictions  on  Tobacco  Sales  to 
Minors,”  Battelle,  prepared  for  the  CDC,  OSH,  p.  17, 
April  1994. 


owner  of  the  facility  must  ensure,  by 
means  of  photographic  identification  or 
some  other  means,  that  no  one  under  18 
enters  the  facility.  Thus,  the  rule  would 
permit  a  vending  machine  in  an 
establishment  o^y  where  persons  under 
18  are  not  present,  or  permitted  to  enter, 
at  any  time.  FDA  emphasizes  that  this 
narrowly  drawn  exemption 
accommodates  adults  only  in  locations 
where  yoimg  people,  in  fact,  have  no 
access  at  any  time.  For  example,  a 
vending  machine  might  be  permitted  in 
a  facility  that  employs  only  adults  and 
where  guards  prevent  any  person  under 
18  frnm  entering.  A  ven<^g  machine 
would  not  be  permitted  in  a  facility  that 
employs  only  adults  but  also  permits 
employees  to  bring  children  to  work. 

The  agency  further  emphasizes  that  it  is 
the  exempt  establishment’s 
responsibility  to  ensure  that  no  one 
under  18  is  present,  or  permitted  to 
enter  the  premises,  at  any  time. 

In  addition,  under  §  897.16(c),  a 
vending  machine  in  an  exempt 
establishment  must  be  entirely 
inaccessible  to  children.  Thus,  an 
establishment  must  place  the  machine 
entirely  inside  the  premises,  beyond  the 
point  where  persons  are  required  to 
present  proof  of  age,  membership,  or 
employment.  Vending  machines  are 
prohibited  from  any  public  area  in  or 
around  the  establishment,  including,  for 
example,  lobbies,  parking  lots,  and 
entrances. 

FDA  emphasizes  that  the  final  rule 
exempts 'only  estabhshments  that  are,  in 
fact,  inaccessible  to  yoimg  people  at  all 
times.  FDA  will  monitor  young  people’s 
access  to  cigarettes  from  vendffig 
machines  in  exempt  establishments, 
and,  after  2  years,  will  assess  whether 
the  vending  machine  exemption  has 
been  effective.  At  that  time,  the  agency 
finds  that  vending  machines  continue  to 
be  accessible  to  young  people,  FDA  will 
propose  further  restrictions. 

(68)  Several  comments  suggested  that, 
rather  than  eliminate  vending  machines 
or  restrict  their  location,  FDA  require 
that  they  be  supervised.  These 
comments  would  allow  vending  > 
machines  to  be  placed  anywhere,  even 
in  locations  frequented  by  children  and 
adolescents,  as  long  as  the  machines 
were  supervised. 

FDA  ffisagrees  that  supervising 
vending  machines  would  prevent  illegal 
sales  to  children  and  adolescents. 
Comments  opposed  to  the  proidsion 
offered  no  evidence  that  supervision  of 
vending  machines  would  sufficiently 
impede  a  young  person’s  access  to 
cigarettes.  In  fact,  studies  indicate  that 
young  people  are  able  to  purchase 
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cigarettes  even  from  vending  machines 
\mder  the  immediate  vicinity  and 
control  of  employees. 

One  study  conducted  in  a  State 
requiring  that  vending  machines  be 
supervised  demonstrated  that  youths 
were  able  to  purchase  from  72  percent 
of  vending  machines,  in  bars  and 
taverns,  within  clear  view  of  an 
employee.  Another  report  examining 
vending  machine  sales  in  New  York 
Qty  demonstrated  that  11-  and  12-year- 
olds  successfully  piuchased  cigarettes 
from  supposedly  supervised  vending 
machines  in  bars  and  taverns  100 
percent  of  the  time.  The  study  foimd 
that  children  and  adolescents  “had  no 
more  difficulty  buying  cigarettes  from 
vending  macl^es  in  bars  than  they  had 
buying  cigarettes  from  restaurants,  pizza 
parlors,  or  video  arcades.  In  all 
instances,  the  barman  and/or  patrons 
watched  but  did  not  intervene.” 

In  other  studies,  employees  helped 
children  and  adolescents  to  illegally 
purchase  cigarettes  by  providing  change 
for  the  cigarette  vending  machine  or 
suggesting  that  the  children  and 
adolescents  go  next  door  where 
cigarettes  were  cheaper.  ^ 

Additionally,  each  provision  in 
subpart  B  of  part  897  is  intended  to 
eliminate  a  popular  source  of  cigarettes 
and  smokeless  tobacco  for  children.  The 
vending  machine  restriction  is  intended 
lo  complement,  and  be  reinforced  by, 
the  other  restrictions. 

The  preamble  to  the  1995  proposed 
rule  cited  studies  indicating  that  the  use 
of  vending  machines  by  adolescents  is 
greater  in  jurisdictions  that  have 
stronger  access  restrictions  (60  FR  41314 
at  41325).  Based  on  those  studies  and 
comments  that  it  received,  FDA 
concludes  that  decreasing  the  supply  of 
tobacco  products  to  children  and 
adolescents  by  one  means  of  access, 
such  as  restricting  self-service  displays, 
would  cause  an  increased  demand  by 
another  means  of  access,  such  as 
cigarette  vending  machines.  FDA 
remains  persuaded  that,  without 
eliminating  cigarette  vending  machines 
accessible  to  (^Idren  and  adolescents. 


‘^Cismoski, and  M.  Sheridan:  “Availability  of 
Cigarettes  to  Under-age  Youth  in  Fond  du  Lac, 
Wisconsin,”  Wisconsin  Medical  Journal,  vol.  92, 
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Other  access  restrictions  would  cause  an 
increase  in  illegal  vending  machine 
sales. 

(69)  Most  comments  submitted  by  the 
tobacco  and  vending  machine  industries 
recommended  that,  rather  than 
eliminate  vending  machines,  FDA 
should  require  that  they  be  equipped 
with  electronic  locking  devices  (devices 
that  render  the  machine  inoperable  imtil 
activated  by  an  employee)  or  token 
mechanisms  (which  require  consumers 
to  purchase  tokens  from  an  employee  in 
order  to  use  a  vending  machine).  Either 
method  would  require  a  face-to-face 
transaction  between  the  purchaser  and 
the  retailer. 

The  cigarette  and  vending  machine 
industries  commented  that  studies  do 
not  support  FDA’s  conclusion  that 
locking  devices  are  inefiective. 
Comments  asserted  that  the  studies 
failed  to  include  vending  machines 
fitted  with  locking  devices  in 
traditionally  adult  locations  or  to 
account  for  the  lack  of  enforcement  in 
the  jurisdiction  in  which  the  study  was 
conducted.  In  addition,  several 
comments  pointed  out  that  the  tobacco 
sales  ordinance  in  Woodridge,  IL,  where 
illegal  tobacco  sales  were  reduced  from 
70  percent  to  less  than  5  percent  2  years 
later,  included  a  locking  device 
requirement  rather  than  a  ban  on 
cigarette  vending  machines. 

On  the  other  hand,  one  comment  from 
a  public  interest  group  strongly 
supported  FDA’s  proposal  to  eliminate 
vending  machines  altogether  and  urged 
that  FDA  not  permit  the  use  of  locking 
devices.  The  comment  cited  a  survey, 
conducted  by  an  association  of  public 
health  officials  in  New  Jersey,  in  which 
yoimg  people  successfully  piurchased 
cigarettes  from  supposedly  locked 
vending  machines  in  11  of  15  attempts. 
The  comment  noted  that  “(ijn  some 
instances,  the  remote  control  device  to 
operate  the  machine  was  sitting  on  top 
of  the  machine  to  save  store  personnel 
the  bother  of  having  to  press  the 
switch.” 

FDA  acknowledges  that  properly 
installed  locking  devices  require  that 
vending  machine  pvuchasers  engage  in 
a  face-to-face  transaction,  increasing  the 
likelihood  that  children  wovild  be 
prevented  from  purchasing  cigarettes. 
However,  as  explained  in  the  preamble 
to  the  1995  proposed  rule,  available 
evidence  indicates  that  the  industry  is 
slow  to  install  the  locking  devices,  and 
that,  after  a  short  period,  the  locking 
devices  are  often  disabled  (60  FR  41314 
at  41324  through  41325). 

FDA  agrees  ffiat  the  Woodridge,  IL, 
community  was  able  to  dramatically 


reduce  illegal  tobacco  sales  while 
permitting  the  use  of  locking  devices  on 
cigarette  vending  machines.  However, 
FDA  notes  that  when  the  community 
implemented  its  tobacco  ordinance  in 
May,  1989,  the  community  had  only  six 
vending  machines,  and  when  the  study 
was  completed  December,  1990,  the 
munber  of  vending  machines  had 
dropped  to  two.  Moreover,  despite  the 
requirement  of  lucking  devices  and 
persistent  compliance  checks  by  law 
enforcement,  a  child  was  able  to  * 
purchase  cigarettes  from  one  of  the  two 
remaining  vending  machines  in 
December,  1990. 

Similarly,  in  1990,  Minnesota  enacted 
a  law  ehminating  vending  machines  in 
public  areas  unless  the  machines  were 
only  operable  by  activation  of  an 
electronic  sAvitc^  or  token  and  were 
under  the  direct  supervision  of  a 
responsible  employee.  One  year  after 
the  law  was  passed,  a  study  conducted 
in  four  cities  found  many  machines  had 
not  been  fitted  with  the  required  devices 
and,  of  those  fitted  with  the  devices, 
there  was  no  significant  reduction  in 
purchase  success. 

lOM  reviewed  the  available  evidence 
and  determined  that  locking  devices  do 
not  efi'ectively  prevent  youffi  access  to 
cigarette  vending  machines.  lOM  noted 
that  “although  fewer  cigarettes  are  sold 
to  youths  than  where  vending  machines 
are  completely  unrestricted,  businesses 
that  installed  locking  devices  on 
vending  machines  were  still  more  likely 
to  sell  cigarettes  to  yoimg  people  than 
businesses  that  used  over-the-coimter 
sales.” 

Finally,  the  Inspector  General 
reported  that  Utah  experienced  limited 
success  with  locking  devices: 

Reportedly,  clerks  would  simply  activate 
the  machine  without  checking  the  age  of  the 
purchaser.  Since  the  locking  devices  require 
employee  participation,  they  are  often  not  as 
effective  in  busy  places,  such  as  bars  or 
restaurants,  where  employees  are  more  likely 
to  simply  activate  the  machine. 

FDA  has  not  been  persuaded  that 
vending  machines  equipped  with 
locking  devices  sufficiently  guard 
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against  children’s  access  to  tobacco 
products.  Comments  provided  no 
evidence,  and  FDA  is  not  aware  of  any 
studies,  on  whether  law  enforcement 
efforts  affect  children’s  ability  to  access 
tobacco  products  through  lodced 
vending  machines.  However,  one  study 
examined  the  effect  of  law  enforcement 
efforts  on  illegal  vending  machine  sales 
in  three  comparable  communities  that 
did  not  require  locking  devices.  Despite 
the  foct  that  merchants  in  one  of  the 
three  communities  received  a  letter 
describing  the  State  law  and  warning 
them  of  the  city’s  intention  to  enforce 
the  law,  there  was  no  significant 
difference  in  the  rate  of  illegal  vending 
machine  sales  among  the 
commimities.*^ 

Comments  also  provided  no  evidence 
that  restricting  the  location  of  cigarette 
vending  machines  equipped  with  a 
locking  device  renders  the  machines 
less  accessible  to  children  and 
adolescents.  FDA  notes  that,  if  locking 
devices  were  effective,  the  location  of 
the  machine  would  be  of  no 
consequence.  Yet,  as  discussed  in  the 
prece^g  paragraphs,  FDA  is  persuaded 
that  some  establisbmients  are  entirely 
inaccessible  to  young  people. 
Accordingly,  the  final  rule  allows  the 
use  of  ven^ng  machines  in  those 
establishments  without  requiring  that 
the  machines  be  equipped  with  a 
locking  device. 

FDA  declines  to  grant  an  exception 
for  tokens  in  the  al^nce  of  evidence 
that  machines  operated  only  by  tokens 
prevent  children  from  obtaining 
cigarettes.  Several  comments  suggested, 
rather  than  eliminate  vending  machines, 
that  FDA  require  either  locking  devices 
or  tokens.  These  comments  focused  on 
locking  devices,  without  offering  any 
evidence  of  the  nrunber  of  vending 
machines  currently  operating  with 
tokens,  the  extent  to  which  tokens  have 
been  tested  in  the  marketplace,  or 
whether  the  technology  prevents 
children  and  adolescents  from  obtaining 
cigarettes  from  vending  machines.  FDA 
is  aware  that  three  States  whose  laws 
restrict  the  use  of  vending  machines 
permit  the  use  of  locking  devices  or 
tokens.  However,  FDA  is  not  aware  of 
any  evidence  indicating  that  the  use  of 
tokens  prevents  young  people’s  access 
to  cigarettes  from  vending  machines  that 
are  otherwise  accessible  to  children. 

(70)  The  most  common  concern  raised 
by  adult  smokers  was  that  the 
elimination  of  vending  machines  would 

**  Forster,  J.  L..  M.  Hourigan,  and  P.  McGovern, 
“Availability  of  Cigarettes  to  Underage  Youth  in 
Three  Conimimities,”  Pievmttive  Medicine,  vol.  21, 
No.  3,  pp.  320-328,  May  1992. 


inconvenience  them.  Most  adult 
smokers  stated  that  vending  machines 
are  closer  than  retail  outlets  to  their 
homes  or  places  of  work.  Some  adult 
smokers  stated  that  they  would  be 
unable  to  purchase  cigarettes  late  at 
night  if  vendii^  macl^es  were 
eliminated.  Others  indicated  that 
vending  machines  provide  the  only 
means  of  obtaining  their  brand,  or  of 
obtaining  cigarettes  altogether. 

In  contrast,  while  acknowledging  that 
adult  smokers  would  be  somewhat 
inconvenienced,  comments  in  support 
of  eliminating  vending  machines 
pointed  out  ^t  adult  smokers  would 
still  be  able  to  purchase  their  products 
in  retail  transactions.  Nearly  ^ 
comments  in  support  of  the  provision, 
including  comments  from  grade  school 
students,  parents,  and  health 
professionals,  said  that  the  significant 
reduction  in  children's  access  to 
cigarettes  would  outweigh  any 
inconvenience  experienced  by  adult 
smokers. 

The  agency  is  persuaded  that  the 
provision  would  not  unduly  burden 
adult  smokers,  who  could  continue  to 
purchase  cigarettes  in  retail 
transactions,  and  that  the  inconvenience 
some  smokers  would  experience  is  a 
small  burden  when  compared  to  the 
significant  public  health  benefit  of 
reducing  children’s  and  adolescents’ 
access  to  tobacco. 

(71)  A  few  comments  questioned  the 
propriety  of  using  young  people  in 
“sting”  operations  to  determine  the 
level  of  compliance  with  existing  laws 
restricting  the  sale  of  tobacco  pr^ucts 
to  children.  One  comment  suggested 
that  these  operations  taught  children 
how  and  where  to  purchase  cigarettes, 
concluding  that  the  operations  “have 
done  more  to  increase  smoking  in  our 
youth  than  any  tobacco  company  or 
advertisement  could  have.” 

FDA  relied  on  several  types  of 
evidence  in  proposing  these  regulations, 
including  teen  surveys  and  peer- 
reviewed  studies.  Compliance  testing 
involves  sending  imderage  children  and 
adolescents  into  tobacco  outlets  to 
attempt  to  purchase  cigarettes  or 
smokeless  tobacco.  This  type  of  study 
provides  reliable  evidence  of  children’s 
ability  to  illegally  obtain  tobacco 
products. 

A  1994  review  of  the  design  of 
recent  studies  indicates  children  who 
participated  in  these  studies  received 
specific  instructions  about  the  method 

•a  "Design  of  Inspections  Surveys  for  Vendor 
Compliance  with  Restrictions  on  Tobacco  Sales  to 
Minors,”  Battelle,  prepared  for  CDC,  OSH,  p.  14, 
April  1994. 


and  purpose  of  the  study  and  were 
escorted  by  at  least  one  adult.  Some 
adults  waited  outside  the  outlet  for  the 
young  person  while  others  went  inside 
to  observe  the  child  attempt  the 
purchase.  In  response  to  comments  on 
the  final  rule  on  substance  abuse 
prevention  and  treatment  block  grants 
(suggesting  that  participating  in  sting 
operations  could  be  detrimental  to 
children  and  adolescents),  DHHS 
explained  that  “proper  training  and 
adult  supervision  can  reduce  any 
potential  risk  of  negative  consequences 
toward  youth”  (61  FR 1492  at  1494, 
January  19, 1996).  In  addition,  DHHS 
offered  States  assistance  in  developing 
compliance  testing  procedures. 

FDA  is  not  persuaded  that 
participating  in  compliance  testing 
entices  children  to  smoke.  The  agency 
believes  that,  with  proper  training  and 
adult  supervision,  children  and 
adolescents  who  participate  in 
compliance  testing  will  understand  that 
their  role  in  this  testing  is  to  help 
reduce  teem^e  smoking  by  identifying 
places  that  illegally  sell  tcAiacco 
products  to  children,  and  that,  after 
identification  and  publicity  or 
enforcement  action,  these  places  will 
stop  illegal  sales. 

(72)  Several  adult  smokers 
commented  that  the  provision,  either 
alone  or  in  conjunction  with  other 
provisions,  would  cause  a  decrease  in 
tobacco  consumption.  To  compensate 
for  this  loss,  they  argue,  tobacco 
companies  will  raise  their  prices  and 
governments  will  increase  taxes. 
Overwhelmingly,  adult  smokers 
commented  tlmt  the  price  of  a  padcage 
of  cigarettes  is  already  unfairly  high. 

The  agency  has  narrowly  tailored  the 
final  regulations  to  prevent  only  young 
people’s  use  of  cigarettes  and  smokeless 
tobacco.  Because  stdes  to  children 
account  for  a  small  percentage  of  total 
tobacco  sales,  industry  revenues  will  be 
significantly  diminished  only  after 
many  years  have  passed.  Moreover,  the 
long-term  effect  on  product  prices  is 
difficult  to  forecast  because  reduced 
product  demand  could  easily  result  in 
price  decreases. 

(73)  In  contrast,  one  comment  cited  a 
1995  survey  in  which  three-quarters  or 
more  of  those  Californians  polled 
supported  increasing  the  tobacco  tax  by 
25  cents.  Another  comment  suggested 
that  an  additional  portion  of  excise 
taxes  be  allocated  to  smoking  cessation 
programs  and  to  prenatal  care, 
especially  antismoking  messages 
targeted  to  pregnant  women.  Other 
comments  noted  that  increased  prices 
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could  serve  to  deter  some  children  and 
adolescents  from  purchasing  cigarettes. 

The  agency  caimot  act  on  these 
comments  as  it  lacks  the  authority  to 
levy  taxes  or  mandate  prices. 

(74)  One  comment  submitted 
cigarette  manufacturers  characterized  as 
misleading  FDA’s  claim  that  its 
proposal  to  eliminate  vending  machines 
is  consistent  with  recommendations 
from  lOM,  PHS,  a  working  group  of 
State  attorneys  general,  and  the 
Inspector  Gene^  of  DHHS  (60  FR 
41314  at  41325).  FDA  disagrees.  lOM 
and  PHS  specifically  recommended  that 
vending  machines  eliminated.  lOM 
advocated  that  less  restrictive  measures 
be  adopted  only  if  shown  to  be 
efiective,B3  while  PHS  cautioned  that 
alternatives  be  examined  carefully.  ^ 
Moreover,  PHS  specificaUy  noted  that 
Utah  found  disabling  devices  to  be 
“inefiectual  in  practice.”®® 

The  State  attorneys  general 
determined  that  “very  young  children 
rely  heavily  on  vending  machines  as  a 
major  source  of  tobacco  products,”  and 
that  “their  use  of  these  machines  is 
difficult  to  police.”®®  Consequently,  the 
group  recommended  that  retail  stores 
“remove  cigarette  vending  machines 
from  their  premises  and  sell  tobacco 
products  only  firora  the  controlled 
settings  recommended  above.”  ®'  The 
referenced  controlled  settings  included 
the  use  of  electronic  price  scanners  to 
prompt  retail  clerks  to  check  a 
ciistomer’s  identification  and  to  display 
the  last  acceptable  date  of  birth,  using 
price  scanner  systems  with  tobacco 
“locks,”  and  requiring  tobacco  products 
to  be  kept  behind  sales  coimters.  The 
State  attorneys  general  did  acknowledge 
that,  “at  a  minimum,”  vending 
machines  should  be  modified  to  require 
tokens  that  could  be  purchased  only 
from  a  store  manager  or  be  programmed 
to  operate  only  if  a  cashier  activates  a 
remote  switch,  but  their  principal 
reconunendation  was  the  removal  of 
vending  machines. 

While  the  Inspector  General  made  no 
recommendation,  his  report  noted  that 
42  percent  of  State  health  department 


”*IOM  Report,  p.  214. 
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officials  believe  that  total  bans  are  the 
only  way  to  prevent  teens  from  using 
cigarettes.  ®® 

FDA  believes  the  provision  on 
vending  machines  is  consistent  with  the 
positions  taken  by  the  lOM,  PHS,  State 
attorneys  general,  and  the  Inspector 
General  of  DHHS. 

(75)  One  comment  suggested  that  the 
rule  define  “vending  machine”  to  avoid 
regulating  machines  that  dispense 
cigarettes  to  salespersons  rather  than 
customers.  The  comment  described  a 
machine  designed  to  limit  theft  and  to 
control  the  inventory  of  cigarettes  and 
other  similarly  packaged  items  in  retail 
stores,  principally  supermarkets.  The 
machine  requires  that  a  computer 
command  be  entered  before  it  dispenses 
a  package  of  cigarettes.  The  comment 
asserted  that  among  the  machine’s 
benefits  is  its  ability  to  exclude 
customer  access  to  cigarettes. 

FDA  did  not  contemplate  the  type  of 
inventory  machine  described  by  the 
comment,  and  the  provision,  as  drafted, 
would  not  include  this  type  of  machine. 
Section  897.16(c)  is  intended,  in  part,  to 
eliminate  mechanical  devices  that 
dispense  cigarettes  or  smokeless  tobacco 
to  purchasers  in  locations  that  are 
accessible  to  children.  FDA  declines  at 
this  time  to  define  “vending  machine” 
so  as  to  exclude  fi’om  the  rule 
mechanical  devices  developed  in  the 
future,  including  those  intended  to  aid 
in  preventing  theft. 

(76)  One  comment  opposed  to  the 
provision  interpreted  it  as  prohibiting  a 
vending  machine  that  dispenses  single 
cigarettes,  packaged  separately  in  tubes, 
each  bearing  the  Surgeon  General’s 
warning  and  in  compliance  with  tax 
laws.  The  comment  explained  that  in 
some  adult  locations,  such  as  cocktail 
loimges  and  casinos,  many  adults  would 
like  to  purchase  a  single  cigarette,  and 
that  the  person  submitting  the  comment 
developed  the  machine  to  fill  this 
perceived  gap  in  the  marketplace. 

The  proposal  did  not  contemplate  the 
type  of  machine  described  by  the 
comment.  Accordingly,  §  897.16(c)  has 
been  amended  to  permit  the  sale  of  a 
packaged,  single  cigarette  in  locations 
inaccessible  to  persons  imder  the  age  of 
18.  This  exception  is  restricted  to 
packaged,  single  cigarettes  that  comply 
with  other  applicable  laws  and 
regulations. 

b.  Self-service  displays.  Proposed 
§  897.16(c)  also  would  have  prohibited 
the  use  of  self-service  displays.  The 
preamble  to  the  1995  proposed  rule 


“Youth  Access  to  Cigarettes,”  DHHS,  Office  of 
the  Inspector  General,  Pub.  No.  OEI-02-90-02310, 
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explained  that  self-service  displays 
enable  yoimg  people  to  quickly,  easily, 
and  independently  obtain  cigarettes  and 
smokeless  tobacco.  FDA  cited  one  report 
that  reviewed  surveys  of  grade  school 
students;  the  report  foimd  that  over  40 
percent  of  the  students  who  smoked 
daily  shoplifted  cigarettes  fit>m  self- 
service  displays  (60  FR  41314  at  41325). 
The  agency  also  cited  one  study 
showing  that  tobacco  sales  to  young 
people  dropped  40  to  80  percent  after 
enactment  of  ordinances  prohibiting 
self-service  displays  and  requiring 
vendor-assisted  sales  (60  FR  41314  at 
41325).  The  proposed  provision, 
therefore,  was  intended  to  prevent 
yovmg  people  fit)m  helping  themselves 
to  these  products  and  to  increase  the 
amount  of  interaction  between  the  sales 
clerk  and  the  underage  customer. 

The  preamble  to  the  1995  proposed 
rule  also  referred  to  the  lOM  Report 
which  stated  that  placing  products  out 
of  reach  “reinforces  the  message  that 
tobacco  products  are  not  in  the  same 
class  as  candy  or  potato  chips.”  ®® 

In  response  to  the  comments,  the 
agency  has  amended  this  section  to 
except  certain  self-service  displays 
(meitdiandisers)  in  facilities  inaccessible 
to  persons  \mder  the  age  of  18. 

(77)  Several  comments  asserted  that 
the  proposed  restriction  pertaining  to 
self-service  displays  would  effect 
takings  compensable  under  the  Fifth 
Amendment. 

The  agency  disagrees  with  the 
conunents.  Given  ffie  character  of  the 
section,  as  modified  in  this  final  rule, 
and  the  lack  of  reasonable  investment- 
backed  expectations  in  personal 
property,  its  economic  impact,  while 
potentially  significant  for  some  parties, 
is  not  such  as  to  effect  a  taking.  The 
agency  addresses  Fifth  Amendment 
issues  in  greater  detail  in  section  XI. A. 
of  this  document. 

(78)  Several  comments  challenged 
FDA’s  basis  and  authority  for 
prohibiting  self-service  displays.  The 
comments  focused,  in  part,  on  the 
studies  and  reports  cited  by  the  agency. 
They  argued  that  active  enforcement  of 
laws,  rather  than  elimination  of  self- 
service  displays,  led  to  decreases  in 
young  people’s  acce^  to  cigarettes  and 
smokeless  tobacco.  Other  comments 
disputed  whether  significant  shoplifting 
occurs  from  self-service  displays. 
According  to  these  comments,  FDA  did 
not  provide  any  evidence  to  suggest  that 
eliminating  self-service  displays  is 
necessary  to  prevent  shoplifting. 


**IOM  Report,  p.  215. 
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One  comment  examined  studies  that 
FDA  did  not  dte  in  the  1995  proposed 
rule  and  found  one  study  estimating 
that  less  than  5  percent  of  the 
adolescents  surveyed  had  shoplifted 
cigarettes.  Also,  a  number  of  comments 
stated  that,  if  shoplifting  were  truly  a 
significant  problem,  retailers  would 
have  a  financial  interest  in  reducing 
their  losses  and  wovdd  remove  self- 
service  displays  themselves.  The 
comments  implied  that  shoplifting  is 
not  a  significant  problem,  and  several 
claimed  FDA’s  rationale  was 
inconsistent  because,  if  young  people 
could  purchase  cigarettes  and  smokeless 
tobacco  easily  from  retailers,  they  would 
not  have  to  steal  them  from  self-service 
displays. 

In  contrast,  several  comments 
supported  the  prohibition  on  self- 
service  displays,  reiterating  FDA’s 
position  that  Splays  encourage 
shoplifting,  and  their  absence  increases 
the  likelihood  of  age  verification.  For 
example,  a  drug  addiction  counselor 
commented  that  teens  do  not  want  to  go 
to  the  coimter  and  ask  for  cigarettes 
since  there  is  a  greater  likelihood  that 
they  will  be  ask^  to  show  their 
identification  and  they  might  be 
embarrassed.  One  comment  also 
asserted  that  retailers  get  products  for 
displays  at  a  discount,  and  such 
discounts  are,  in  effect,  a  subsidy  for 
shoplifting.  Another  comment  alleged 
that,  in  one  area  of  the  country,  low- 
priced  brands  are  put  in  displays  and 
that  retailers  are  compensated  for  any 
shoplifting  losses. 

Comments  from  other  areas  of  the 
country  agreed  that  shoplifting  occurs, 
sometimes  at  significant  rates.  One 
comment  stated  that  a  1993  survey  of 
9th-grade  students  in  one  coimty 
reveided  that  51  percent  had  shoplifted 
cigarettes.  Another  comment,  reflecting 
on  experiences  conducting  retailer 
compliance  checks  in  three  small  towns, 
stat^  that  its  teenage  volunteers 
“commented  on  the  ease  with  which 
they  could  have  lifted  cigarettes  from 
free-standing  displays.’’  A  comment 
describing  practices  in  a  rural  part  of  the 
country  stated  that  theft  was  one 
method  of  acquiring  smokeless  tobacco, 
and  that  yoimg  people  often  began  using 
such  products  at  the  age  of  10, 11,  or  12. 

Other  comments  suggested  an 
additional  reason  for  eliminating  self- 
service  displays.  These  comments 
indicated  that  young  people  can  easily 
pick  up  products  from  displays,  leave 
their  money  at  the  cashier’s  desk,  and 
leave  the  premises  without  being 
challenged  by  a  retailer  or  before  the 
retailer  can  request  proof  of  age. 


FDA  believes  there  is  ample  evidence 
to  support  a  restriction  on  self-service 
displays.  The  preamble  to  the  1995 
proposed  rule  cited  surveys  suggesting 
that  a  significant  percentage  of  children 
and  adolescents  (40  percent  in  the  two 
areas  surveyed)  shoplift  cigarettes  (60 
FR  41314  at  41325),  and  at  least  one 
comment  reported  an  even  higher 
percentage  (50  percent).  Although  one 
comment  from  cigarette  manufacturers 
suggested  the  shoplifting  rate  to  be  only 
5  percent,  FDA  emphasizes  that,  even  if 
one  accepts  the  5  percent  figure,  the 
numbers  of  young  people  engaging  in 
shoplifting  can  be  very  large.  For 
example,  5  percent  of  the  estimated  3 
million  yoxmg  people  who  smoke 
cigarettes  daily  equals  150,000  children 
and  adolescents.  Five  percent  of  the 
estimated  3  million  smokeless  tobacco 
product  users  under  the  age  of  21  also 
equals  150,000  people. 

These  numbers  may  even  be 
artificially  low  because  they  exclude  the 
number  of  young  people  who  do  not 
smoke  or  use  smokeless  tobacco  daily, 
and  these  numbers  may  be  extremely 
low  if  the  40  or  50  percent  shoplifting 
rates  identified  by  the  i^ncy  or  by 
other  comments  prove  to  be  more 
accurate  than  the  5  percent  rate  cited  by 
the  cigarette  manufacturers. 

FDA  also  disagrees  with  those 
comments  claiming  that  shoplifting  is 
not  a  significant  problem.  Generally, 
such  comments  asserted  that  the 
problem  is  not  significant  because,  if  it 
were,  retailers  would  move  self-service 
displays,  and  most  have  not  done  so. 

'  Su^  comments,  however,  misconstrue 
the  significance  of  the  problem.  The 
agency  did  not,  and  does  not,  claim  that 
individual  retailers  are  suffering 
significant  shoplifting  losses  (although 
FDA  did  receive  one  comment 
containing  information  showing  that 
shoplifting  losses  at  two  stores 
amoimted  to  several  thousands  of 
dollars  worth  of  cigarettes  annually). 
Instead,  FDA  is  stating  that  significant 
numbers  of  young  people  shoplift  these 
products.  The  distinction  is  critical.  To 
illustrate,  if  1,000  retailers  each  lose  1 
cigarette  package  to  shoplifting,  each 
retailer  might  feel  that  the  shoplifting 
rate,  from  its  perspective,  is 
insignificant.  However,  if. 1.000  young 
people  acquire  cigarettes  by  shoplifting, 
the  shoplifting  problem,  from  a  public 
health  perspective,  then  becomes  much 
more  significant. 

(79)  S^eral  comments  argued  that  the 
studies  cited  by  the  agency,  having  been 
conducted  at  only  two  locations  in  the 
United  States  (Erie  County,  NY,  and 
Fond  du  Lac,  WI),  cannot  be  used  to 


justify  a  nationwide  prohibition  against 
self-service  displays. 

The  agency  (fisagrees  with  these 
comments.  The  comments  offered  no 
evidencp  to  show  that  these 
commimities  are  so  distinct  or  vmique 
from  the  remainder  of  the  United  States 
to  require  FDA  to  discoimt  or  to  ignore 
their  findings.  To  the  contrary,  FDA 
received  other  comments  from  various 
parts  of  the  nation  supporting  the  rule, 
and  these  comments  often  agreed  that 
yoimg  people  shoplift  these  products 
from  displays. 

FDA  also  notes  that  it  does  not  require 
clinical  investigations  for  product 
approvals  to  be  conducted  on  a  national 
s^e.  One  important  aspect  of  any 
study,  whether  it  is  submitted  as  part  of 
an  investigational  product  exemption, 
marketing  application,  or  rulemaking,  is 
whether  the  study  is  conducted  and 
analyzed  in  a  scientifically  valid  way 
that  permits  the  results  to  be 
extrapolated  to  a  broader  population.  In 
other  words,  the  methodology  and 
analysis  are  more  important  than  where 
the  study  was  conducted.  If  the  agency 
could  o^y  act  after  nationwide  studies 
had  been  conducted,  it  would  be  unable 
to  act  or  to  respond  promptly,  even  in 
response  to  significant  public  health 
problems  or  emergencies. 

(80)  Several  comments  questioned  the 
evidence  supporting  the  proposed 
restriction  on  self-service  displays.  The 
comments  stated  that  FDA  had  no 
evidence  to  support  the  assertion  that 
removing  self-service  displays  will 
increase  the  likelihood  of  retail  clerks 
'requesting  proof  of  age.  One  conunent 
stated  that  the  one  document  cited  by 
FDA  (which  compared  smoking 
practices  in  five  California  counties 
before  and  after  the  institution  of 
ordinances  prohibiting  self-service 
merchandising)  cannot  be  used  to 
justify  a  rule  with  nationwide 
application  because  the  document, 
which  the  comment  correctly  identified 
as  a  "position  paper’’  rather  than  a 
study,  did  not:  (a)  Indicate  whether  the 
ordinances  contained  other  provisions 
that  would  have  led  to  enhanced 
compliance  with  minimum  age  laws; 
and  (b)  disclose  whether  retailers  were 
told  of  the  compliance  testing  operation 
before  or  after  the  fact,  such  that,  had 
the  retailers  known,  they  would  have 
been  more  vigilant  in  ensuring 


^Kropp,  R.,  “A  Position  Paper  on  Reducing 
Tobacco  Sales  to  Minors  by  Prohibiting  the  Sale  of 
Tobacco  Inducts  by  Means  of  Self-Service 
Merchandising  and  Requiring  Only  Vendor- 
Assisted  Tobacco  Sales,”  Stop  Tobacco  Access  for 
Minors  Project  (STAMP),  North  Bay  Health 
Resources  Center,  November  3, 1994. 
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compliance  regardless  of  how  their 
products  were  displayed.  This  comment 
further  asserted  that  die  act  of  adopting 
the  ordinances,  and  the  penalties  they 
contained,  may  have  made  retailers 
more  vigilant  in  ensuring  compliance 
with  minimum  age  laws  thim  die 
restricdons  in  the  ordinances 
themselves.  Finally,  the  comment  stated 
that  the  document  was  not  a  controlled 
study  and  that  there  was  no  indication 
that  it  was  not  biased,  was  subjected  to 
peer  review,  or  was  even  published  in 
a  scientific  journal.  The  comment  stated 
that  the  document  would  not  be 
acceptable  to  FDA  if  it  had  been 
submitted  as  proof  of  a  product’s 
effectiveness. 

Another  comment  echoed  criticism  of 
the  document,  stating  that  factors 
besides  the  restriction  on  self-service 
displays  could  have  reduced  tobacco 
use  by  young  people  and  so  the 
document  does  not  support  a 
prohibition  against  self-service  displays. 

FDA  acknowledges  that  the  document 
omitted  detiuls  regarding  the  author’s 
methodology  and  the  ordinances  in  the 
5  California  counties  and  the  24  cities 
covered  in  the  document.  The  agency 
disagrees,  however,  with  the  comments’ 
assertion  that  factors  other  than  the 
restriction  on  self-service  displays  or 
other  features  of  the  ordinances  may 
have  been  principally  responsible  for 
decreasing  tobacco  use  among  yoimg 
people.  Such  comments  overlook  the 
document’s  statement  that  the 
ordinances  were  to  “prohibit  self- 
service  merchandising  (display  and 
sale]  of  tobacco  products  and  point-of- 
sale  tobacco  promotional  products  and 
require  only  vendor-assisted  sales  of 
tobacco  products  and  point-of-sale 
tobacco  promotional  products  in  retail 
stores.’’  This  statement  suggests  that 
the  ordinances  focused  on  restricting 
self-service  displays  (or  merchandisers) 
and  point-of-sale  promotional  products 
rather  than  other  activities. 

Other  criticisms  of  the  document  are 
inappropriate  as  well.  For  example,  the 
comment  claimed  that  other  provisions 
in  the  ordinances  or  other  factors  may- 
have  contributed  to  the  decline  in 
tobacco  use  in  yovmg  people  so  that  a 
restriction  on  self-service  displays, 
alone,  may  not  have  been  a  significant 
factor  in  r^ucing  tobacco  use  among 
young  people.  TUs  criticism,  however, 
overlooks  the  fact  that  the  rule’s 
restriction  on  self-service  displays  is 
also  complemented  by  other  provisions 
(such  as  requiring  retailers  to  verify  age 
.  and  prohibiting  distribution  of  free 
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samples)  that  will,  both  individually 
and  collectively,  reduce  young  people’s 
access  to  cigarettes  and  smokeless 
tobacco. 

Similarly,  FDA  does  not  agree  that  the 
document  is  flawed  because  retailers 
were  not  informed  of  the  compliance 
testing  operation  before  it  was 
conduct^.  Alerting  a  retailer  to  an 
upcoming  compliance  test  would  bias 
any  results  because  the  retailer  would 
alter  its  behavior  in  order  to  “pass"  the 
test. 

Additionally,  in  drafting  the  1995 
proposed  rule,  FDA  used  tiie  best 
evidence  available  to  it.  The  comments 
did  not  provide  any  studies  to 
contradict  the  cited  docmnent,  and 
while  some  criticisms  of  the  document 
may  be  valid,  such  criticisms  do  not 
require  the  agency  to  revoke  the 
provision  entirely.  The  document  was 
not  FDA’s  sole  basis  for  proposing  to 
restrict  self-service  displays.  The 
preamble  to  the  1995  proposed  rule 
indicated  that  such  a  restriction  would 
also  reduce  shoplifting,  eliminate  the 
“message"  that  displays  send  to  yotmg 
people,  and  increase  interaction 
between  retailers  and  their  customers. 
These  other  justifications,  and  the 
comments  pertaining  to  them,  are 
discussed  in  greater  detail  in  this 
document. 

(81)  Other  comments  objected  to  a 
prohibition  on  self-service  displays 
because,  according  to  these  comments, 
the  rule  did  not  impose  any  sanctions 
on  yoimg  people  or  contain  any 
provisions  that  would  modify  a  yoimg 
person’s  behavior  so  that  he  or  she 
would  not  shoplift.  Some  comments 
suggested  that,  instead  of  restricting  the 
use  of  self-service  displays,  shoplifters 
should  be  prosecuted,  but  these  same 
comments  also  declared  that  State  or 
local  government  authorities  usually 
decline  to  prosecute  young  shoplifters. 

As  stated  earlier,  it  would  be 
inappropriate  for  FDA  to  amend  the  rule 
to  impose  penalties  on  young  people 
who  purchase  or  possess  cigarettes  or 
smokeless  tobacco.  The  main  focus  of 
the  act  is  on  the  iatroduction,  shipment, 
holding  and  sale  of  goods  in  interstate 
commerce.  Thus,  whether  young  people 
should  be  prosecuted  for  shoplifting, 
and  the  penalty  for  shoplifting  are 
appropriately  matters  for  State  or  local 
law. 

(82)  Several  comments  challenged  the 
statement  in  the  preamble  to  the  1995 
proposed  rule  that  removing  self-service 
displays  would  reinforce  the  message  to 
children  that  tobacco  products  are  not 
as  acceptable  as  candy  or  potato  chips. 
The  comments  said  that  young  people 


know  that  tobacco  products  are  not  Uke 
candy  or  potato  chips  and  that  there  is 
no  evidence  to  show  that  the  statement 
is  true.  A  small  number  of  comments  . 
added  that  FDA’s  rationale  would  force 
retailers  to  remove  other  “unhealthy" 
products  (such  as  products  containing 
fat  or  cholesterol)  finm  displays. 

In  contrast,  a  few  comments  agreed 
that  self-service  displays  for  cigarettes 
and  smokeless  tobacco  convey  an 
implied  message  that  these  products  are 
acceptable.  One  comment  from  a  local 
government  reported  that  young  people 
often  see  tobacco  products  as  being 
socially  acceptable  (or  less  harmful  to 
health)  because  they  are  openly 
displayed.  The  comment  noted  that  the 
local  jurisdiction  had  restricted  displays 
to  being  within  20  feet  of  the  checkout 
counter  and  in  a  direct  line  of  sight,  but 
expressed  regret  that  it  had  not 
eliminated  displays  altogether.  Other 
comments  noted  that  many  retailers 
display  cigarettes  next  to  candy, 
baseb^l  cards,  and  other  items  that 
appeal  to  children  and  adolescents, 
lliese  comments  concluded  that  it  is 
necessary  to  eliminate  self-service 
displays  so  that  young  children  do  not 
associate  cigarettes  with  other  products 
that  they  find  amusing  or  that  adults 
give  to  children  and  adolescents  as 
treats. 

The  lOM  Report  advanced  the  theory 
that  young  people  see  self-service 
displays  as  an  implied  message 
regarding  the  acceptability  or  safety  of 
cigarettes  and  smokeless  tobacco.  The 
lOM  report  represents  the  informed 
decisions,  opinions,  and 
recommendations  of  a  body  of  experts, 
and  so,  with  respect  to  this  issue,  the 
agency  disagrees  with  those  comments 
that  would  have  FDA  dismiss  the  lOM’s 
opinion. 

FDA  also  disagrees  with  those 
comments  arguing  that  the  agency 
would  have  to  eliminate  self-service 
displays  for  potato  chips,  candy,  and 
other  supposedly  “unhealthy”  products. 
These  food  products  do  not  present  the 
same  range  or  magnitude  of  adverse 
health  effects  or  effects  on  the  body  to 
warrant  tighter  restrictions  on  their  sale, 
distribution,  or  use. 

(83)  Several  comments  challenged 
FDA’s  claim  that  removing  self-service 
displays  would  increase  direct 
interaction  between  sales  clerks  and 
underage  consumers.  The  comments 
asserted  that  removing  self-service 
displays  will  not  prompt  sales  clerks  to 
check  for  proof  of  age  and  that  FDA  had 
no  evidence  to  support  this  proposition. 
Other  comments  opposed  any 
restriction  on  self-service  displays 
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because,  they  claimed,  retail  clerics, 
rather  than  self-service  displays,  are 
responsible  for  sales  to  young  people.  If 
retail  clerks  consistently  demand^ 
proof  of  age,  these  comments  would 
pmmit  self-service  displays  to  be  used. 

Other  comments  asserted  that  FDA 
has  no  reasonable  basis  to.assume  that 
clerics  will  checdc  for  proof  of  age  when 
clerks  already  ignore  State  laws. 

In  contrast,  a  few  comments  agreed 
that  eliminating  self-service  displays 
would  increase  interaction  between 
clerics  and  underage  consumers  or  deter 
young  people  from  attempting  to 
purchaw  cigarettes  or  smokeless 
tobacco.  One  conunent  from  a  local 
board  of  health  stated  that  it  eliminated 
self-service  displays  because  its 
evidence  indicated  that  young  people  in 
the  locality  are  less  likely  to  purchase 
cigarettes  if  they  have  to  request  them 
from  retail  cle^.  Another  conunent 
reflected  on  the  author’s  own 
experience  as  a  child  when  she  would 
purchase  cigarettes  and  said  it  is  easy  to 
grab  a  cngarette  packa{^,  leave  money  on 
the  coxmter,  and  simply  leave  a  store 
before  the  sales  cleric  can  react. 

Section  897.14(b)(1)  requires  retailers 
to  verify  that  persons  purchasing 
cigarettes  or  smokeless  tobacco  are  not 
under  the  age  of  18.  This  provision,  in 
conjunction  with  the  proUbition  against 
sales  to  anyone  imder  18  in  §  897.14(a), 
the  restriction  on  self-service  displays  in 
$  897.16(c),  the  sanctions  that  are 
available  imder  the  act,  and  the 
likelihood  that  State  agencies  will 
devote  more  attention  to  illegal  sales  to 
young  people  as  a  result  of  section  1926 
of  the  PHS  Act  should  incarease  the 
probabihty  that  retailers  will  verify  the 
age  of  prospective  purdbasers. 

Yet  logic^y,  removing  self-service 
displays  should  increase  iirteraction 
between  retailers  and  potential 
consumers  because  the  retailer,  under 
this  rule,  must  physically  hand  the 
product  to  the  consiuner.  While  this 
action  probably  will  take  little  time  (the 
preamble  to  the  1995  proposed  rule  and 
to  this  final  rule  estimate  that  the 
elimination  of  self-service  displays 
would  require  10  seconds  of  additional 
labor  time  for  many  retail  transactions), 
nevertheless  it  increases  the  interaction 
between  the  retailer  and  potential 
customers.  Furthermore,  by  restricting 
self-service  displays,  the  rule  eliminates 
a  young  person’s  ability  to  take  a 
package  of  cigarettes  or  smokeless 
tobacco,  leave  money  on  the  coxmter, 
and  leave  the  retailer’s  premises  without 
havir^  to  provide  proof  of  age. 

(84)  Many  comments  opposed  any 
restriction  on  self-service  displays 


because  they  said  eliminating  self- 
service  displays  would  adversely  affect 
adult  consumers  or  would  be 
“inconvenient”  because  adults  would 
not  be  able  to  purchase  products 
quickly:  see,  hwdle,  or  choose 
products;  or  obtain  information  about  a 
product  or  a  special  promotion.  A  few 
conunents  asserted,  without  any 
supporting  evidence,  that  self-service 
displays  are  not  or  carmot  be  used  by 
yotmg  people,  and,  therefore,  should  not 
beregiriat^. 

Conversely,  one  conunent  supporting 
the  provision  reconunended  that  FDA 
clarify  or  modify  the  term  “self-service 
displays”  to  distinguish  self-service 
sales  or  merchandisers  from  advertising 
displays. 

The  comments  opposing  the  rule 
misinterpreted  how  it  would  apply.  The 
final  rule  prohibits  self-service  displays 
from  being  in  facilities  that  are 
accessible  to  young  people.  Eliminating 
self-service  displays  from  such  facilities 
simply  means  that  a  consiuner  will  not 
be  able  to  take  physical  possession  of  a 
product  without  the  retailer’s  assistance. 
Any  inconvenience  to  an  adult  should 
be  slight.  For  example,  it  is  extremely 
imlikely  that  adults  will  suffer  undue 
hardship  or  wait  an  unreasonable 
amount  of  time  if  they  must  ask  a  retail 
clerk  to  hand  a  product  to  them. 
Moreover,  the  provision  does  not 
prevent  adults  from  seeing  or  choosing 
a  product  or  from  seeing  or  receiving 
information  about  a  product;  products 
would  remain  visible,  but  they  would  be 
behind  a  coimter  or  in  an  area  accessible 
only  to  the  retailer. 

Deleting  self-service  displays  from  the 
rule  because  adults  wish  to  avoid 
contact  with  clerks  would  be 
inappropriate  as  well.  As  a  practical 
matter,  adults  who  use  self-service 
displays  would  not  be  able  to  avoid  all 
contact  with  a  retailer  because  they 
presvunably  still  interact  with  the 
retailer  when  they  pay  for  the  product. 
An  important  component  of  these 
regulations  is  to  eliminate  those  modes 
of  sale  used  by  young  people  that  do  not 
require  them  to  show  proof  of  age  or 
otherwise  do  not  challenge  a  young 
person  to  show  that  he  or  she  is  legally 
entitled  to  purchase  the  product. 

FDA  does  agree,  however,  that  the 
rule  should  be  clarified  so  that  the 
reference  to  displays  in  §  897.16(c)  is 
imderstood  to  cover  self-service  sales  or 
merchandisers  rather  than  advertising 
displays  that  contain  no  products  and 
has  amended  the  rule  accordingly. 
However,  advertising  displays  are 
restricted  imder  the  advertising 
provisions  in  this  rule. 


(85)  The  preamble  to  the  1995 
proposed  rule  expressed  a  belief  that 
retailers,  in  order  to  comply  with  a 
prohibition  on  self-service  displays, 
could  move  displays  behind  a  retail 
counter  or  create  an  area  that  would  be 
accessed  only  by  the  retailer’s 
employees. 

Many  comments  rejected  this  notion, 
claiming  that,  due  to  space  constraints, 
many  retailers  would  be  unable  to  move 
displays  behind  a  counter  and  would  be 
obliged  to  build  areas  where  access 
would  be  controlled.  The  comments 
said  such  construction  and  remodeling 
could  be  expensive  and  could  force 
some  retailers  to  scale  back  their 
tobacco  sales  or  abandon  them 
completely;  such  actions  would  lead  to 
decreased  sales  by  the  retailer  and 
trigger  reductions  in  staff  and  in  State  or 
local  Government  tax  revenues. 

One  comment  estimated  that,  for 
convenience  stores,  the  average 
remodeling  cost  would  be  as  high  as 
$7,000  per  store  and  noted  that  tobacco 
purcha^  account  for  28  percent  of 
convenience  store  sales.  So,  instead  of 
eliminating  self-service  displays,  some 
comments  advocated  alternative 
approaches.  The  alternatives  included 
attaching  electronic  article  surveillance 
tags  to  products  (although  the  comment 
suggesting  this  alternative  conceded  that 
new  technology  or  assistance  at  the 
manufacturer’s  level  would  be  needed); 
“source  tagging,”  where  random 
packages  contain  an  electronic  tag  so 
that  would-be  shoplifters  would  not 
know  which  pack^es  were  tagged  and, 
as  a  result,  would  1m  less  inclined  to 
shoplift  products;  and  requiring 
displays  to  be  within  a  certain  distance 
of  a  cash  register  or  the  cashier’s  line  of 
sight,  supplemented  by  posting  signs 
against  underage  sales  and  by  training 
s^es  clerks.  “Source  tagging”  would 
require  manufacturers,  rather  than 
retailers,  to  insert  tags  into  packages. 

The  alternatives  identified  by  ^e 
comments  appear  to  be  less  effective  or 
less  practical  than  removing  self-service 
displays  from  places  that  are  accessible 
to  young  people.  For  example, 
surveill^ce  fr^s  and,  to  a  lesser  extent, 
“source  tagging”  might  deter 
shoplifting,  but  this  would  require  all 
manufacturers  to  agree  to  place  such 
U^s  in  their  products  and  would  require 
retailers  to  install  machines  or  gates  to 
detect  those  tags.  More  importantly, 
comments  from  manufacturers  did  not 
address  the  creation  or  use  of  such  tags. 
A  “iine-of-sight”  or  restricted-placement 
alternative  (requiring  a  display  to  be 
within  a  certain  distance  of  a  retail 
employee)  would  require  no  changes  by 
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manufacturers  and  few  changes  by 
retailers,  yet  the  preamble  to  the  1995 
proposed  rule  cited  studies  where 
similar  requirements  for  vending 
machines  failed  to  prevent  illegal  sales 
to  young  people  (60  FR  41314  at  41325). 
Employees  might  also  be  distracted  or 
blo^ed  from  seeing  the  displays, 
thereby  reducing  the  effectiveness  of 
any  “line-of-sight”  or  restricted 
placement  alternative.  Furthermore,  the 
alternatives  would  fail  to  eliminate  the 
implied  message  that  self-service 
displays  send  regtirding  the 
acceptability  or  safety  of  these  products. 
Because  FDA  is  unaware  of  any  effective 
alternative,  the  agency  declines  to 
amend  the  rule  as  suggested  by  the 
comments. 

FDA  has,  however,  amended  the  rule 
to  permit  self-service  displays 
(merchandisers  only)  in  facilities  that 
are  inaccessible  to  people  under  18  at 
all  times.  The  agency  made  this  change 
in  response  to  comments  stating  that 
some  facilities  are  inaccessible  to  young 
people  and  so  certain  requirements, 
such  as  restrictions  against  vending 
machines  and  self-service  displays, 
should  not  apply.  This  exception  is 
subject  to  the  same  restrictions  as  the 
exception  on  vending  machine  sedes. 

(86)  Many  comments,  particularly 
from  retailers,  opposed  eliminating  self- 
service  displays,  stating  that  they  derive 
a  significant  portion  of  their  revenue 
from  displays  and  slotting  fees  provided 
by  maniifacturers.  Several  cited  figures 
that  were  in  the  hundreds  of  thousands 
of  dollars.  The  comments  generally 
stated  that  eliminating  self-service 
displays  would  decrease  or  eliminate  a 
significant  portion  of  their  revenue  and, 
according  to  some,  lead  to  layoffr  or 
prevent  them  from  hiring  young  people. 

Similarly,  FDA  received  a  few 
comments  from  firms  that  manufacture 
or  sell  displays.  These  comments  stated 
that  the  firms  would  lose  significant 
amounts  of  revenue  or  would  be  forced 
out  of  business  if  self-service  displays 
were  eliminated. 

A  few  comments,  however,  disputed 
whether  retailers  would  lose  slotting 
fees.  One  comment  explained  that 
manufacturers  would  continue  to  pay 
fees  to  ensure  that  their  products  would 
be  placed  in  strategic  locations  behind 
the  coimter,  while  another  comment 
noted  that  many  retailers  in  a  northern 
California  region  where  self-service 
displays  were  eliminated  did  not  lose 
slotting  fees. 

The  agency  declines  to  amend  the 
rule  because  of  the  possible  loss  of 
slotting  fees  or  other  revenue  from 
manufacturers.  The  theoretical  loss  of 


fees  that  are,  at  best,  tangential  to  the 
sale  of  these  products  is  an 
inappropriate  basis  for  determining 
whether  this  provision  denies  young 
people’s  access  to  these  products 
effectively.  Furthermore,  FDA 
appreciates  that  such  fees  may  be 
important  to  certain  retailers,  but,  as 
stated  earlier,  the  agency  has  no  reason 
to  conclude  that  all  manufacturers  will 
discontinue  those  fees  because  of  this 
rule.  The  preamble  to  the  1995  proposed 
rule  (see  60  FR  41314  at  41369)  and  one 
comment  cited  experience  in  California 
to  show  that  retailers  might  not  suffer 
significant  economic  losses  if  self- 
service  displays  are  removed. 

FDA  reiterates  that  removing  self- 
service  displays  from  places  that  are 
accessible  to  young  people  does  not 
mean  that  cigarettes  and  smolceless 
tobacco  must  be  hidden  from  public 
view.  It  simply  means  that  retailers  will 
be  required  to  hand  these  products  to 
consumers.  Presiunably,  if  the  products 
are  moved  behind  the  coimter, 
manufacturers  still  have  an  incentive  to 
ensure  that  their  products  are 
strategically  plac^  in  order  to  attract 
adult  consumers. 

(87)  Several  comments  objected  to  a 
restriction  on  self-service  displays, 
claiming  that  retailers  have  a  “right”  to 
advertise  and  sell  products  in  their  own 
establishments  in  any  manner  they 
select. 

As  mentioned  in  section  IV.B.  of  this 
document  earlier,  section  520(e)  of  the 
act  states,  in  part,  that  the  agency  may 
issue  regulations  to  establi^  conditions 
on  the  sale,  distribution,  or  use  of  a 
restricted  device.  Restrictions  on 
cigarette  and  smokeless  tobacco  sales 
are  appropriate  given  the  potential 
adverse  health  effects  caused  by  or 
associated  with  the  use  of  these 
products  and  their  accessibility  and 
appeal  to  young  people. 

(88)  A  few  comments  said  that 
eliminating  self-service  displays  will 
make  it  difficult  or  impossible  for 
marginal  brands  of  cigarettes  or 
smokeless  tobacco  to  compete  against 
established  brands. 

FDA  reiterates  that  eliminating  self- 
service  displays  from  places  that  are 
accessible  to  yovmg  people  does  not 
mean  that  the  products  must  be  hidden 
from  view;  it  simply  means  that 
consumers  will  not  be  able  to  take 
physical  possession  of  the  product 
without  the  retailer’s  assistance. 
Consequently,  all  products  will  face  the 
same  constraints,  insofar  as  retailer 
space  is  concerned. 

(89)  Many  comments  would  delete  a 
prohibition  against  self  service  displays 


because,  according  to  these  comments, 
the  prohibition  would  b6  ineffective. 
These  comments  stated  that  self-service 
displays  do  not  entice  young  people  to 
smoke,  do  not  increase  consumption  of 
tobacco  products,  or  are  only  used 
where  retailers  check  the  consumer’s 
age.  Others  stated  that  young  people 
would  get  the  products  anyway,  so  there 
was  no  need  to  prohibit  the  use  of  self- 
service  displays. 

The  preamble  to  the  1995  proposed 
rule  stated,  among  other  things,  that 
yoimg  people  shoplift  products  from 
displays  (60  FR  41314  at  41325). 
Additionally,  the  preamble  to  the  1995 
proposed  nde  indicated  that  yoimg 
people  will  adjust  or  shift  their 
purchasing  behavior  as  certain  avenues 
of  obtaining  these  products  are 
eliminated.  (See  60  FR  41314  at  41325 
(citing  different  vending  machine  use 
rates  depending  on  the  access 
restrictions  used  in  the  jurisdiction).) 
Given  this  evidence,  it  is  reasonable  to 
assume  that,  as  young  people  are 
precluded  from  purchasing  these 
products,  they  may  be  inclined  to 
acquire  them  by  theft  and  other  means. 
Thus,  when  properly  framed,  the  issue 
is  not  whether  displays  entice  young 
people  to  smoke  or  to  use  smokeless 
tobacco  (which  FDA  did  not  advance  as 
the  principal  justification  for  the  rule), 
but  whether  the  agency  should 
eliminate  self-service  ffisplays  as  an 
avenue  that  young  people  use  to  obtain 
these  products.  The  agency  concludes 
that  self  service  displays  must  be 
eliminated  from  places  that  are 
accessible  to  young  people  as  part  of  the 
general  restriction  against  impersonal 
modes  of  sale. 

(90)  Several  comments  opposed 
elimination  of  self-service  displays 
because  they  claimed  that  retailers 
would  be  forced  to  hire  additional  staff. 
These  conunents  contrasted  sharply 
with  the  majority  of  comments  from 
retailers  who  pr^cted  that  the  loss  of 
self-service  displays  would  compel 
them  to  lay  off  staff.  One  comment 
explained  that  a  self-service  display 
fi^  the  retailer’s  staff  to  perform  other 
tasks.  The  other  asserted  that  the  rule 
would  compel  retailers  to  hire 
additional  staff  in  order  to  sell  these 
products  and  that  this  would  result  in 
an  “unfunded  mandate”  in  violation  of 
the  Unfunded  Mandates  Reform  Act. 

The  preambles  to  the  1995  proposed 
rule  and  to  this  final  rule  estimate  that 
eliminating  self-service  displays  would 
require  10  seconds  of  additional  labor 
time  for  many  retail  transactions 
involving  cigarette  cartons  (60  FR  41314 
at  41367).  The  “Analysis  of  Impacts” 
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discussion  in  section  XV.  of  this 
document  places  the  labor  cost  for  this 
time  at  approximately  2.6  cents  per 
carton.  Tliiis,  for  a  retailer  to  be 
compelled  to  hire  additional  staff  to 
compensate  for  the  loss  of  self-service 
dispbys,  cigarette  and  smokeless 
tobacco  product  purchase  would  have 
to  account  for  a  substantial  number  of 
transactions.  Some  retailers  may  indeed 
feel  that  they  need  to  hire  additional 
staff,  but  the  agency  believes  that  the 
rule’s  benefits — ^reducing  young 
people’s  access  to  cigarettes  and 
smokeless  tobacco  nationwide— 
outweigh  the  hiring  and  accompanying 
economic  burdens  that  might  be 
imposed  on  some  retailers.  Moreover, 
berause  the  final  rule  permits  self- 
service  displays  (merchandisers  only)  in 
facilities  that  are  inaccessible  to  imder 
18  people  at  all  times,  the  final  rule’s 
impact  on  some  retailers  may  be 
reduced. 

FDA  also  disagrees  with  the  comment 
claiming  that  the  agency  violated  the 
UnfuncliMl  Mandates  Reform  Act.  The 
preamble  to  the  1995  proposed  rule 
contained  a  discussion  of  the  Unfunded 
Mandates  Reform  Act  as  well  as  the 
estimated  added  labor  costs  in  the 
“Analysis  of  Impacts’’  (60  FR  41314  at 
41367  and  413S9  through  41372). 

(91)  One  conunent  disputed  FDA’s 
estimate  that  eliminating  self-service 
would  result  in  10  seconds  of  additional 
labor  time  for  most  retail  transactions. 
The  conunent,  however,  did  not  provide 
any  estimate  of  the  time  that  would  be 
required. 

The  agency  did  not  receive  any  data 
to  suggest  that  the  additional  labor  time 
would  be  greater  or  less  than  10 
seconds.  V^le  some  transactions  may 
take  more  than  10  seconds,  the  agency 
believes  that  the  additional  labor  time 
will  be  so  negligible  that  it  will  not  be 
a  significant  buj^n  on  the  retailer. 

c.  Mail-order  sales  and  mail-order 
redemption  of  coupons. — ^i.  Mail-order 
sales.  Propos^  §  897.16(c)  would  also 
have  proldbited  the  use  of  mail-order 
sales  and  iruul-order  redemption  of 
coupons.  The  preamble  to  the  1995 
proposed  rule  stated  that  mail-order 
sales  and  mail-order  redemption  of 
coupons  do  not  involve  a  face-to-face 
transaction  that  would  enable 
verification  of  the  consiuner’s  age. 

The  agency  received  thousands  of 
conunents  on  the  proposed  restriction 
against  the  mail-order  sale  of  cigarettes 
and  smokeless  tobacco.  Comments 
supporting  the  proposed  restriction 
not^  that  it  would  make  cigarettes  and 
smokeless  tobacco  more  difficult  for 
yoimg  people  to  obtain.  Specifically, 


comments  stated  that  “mail-order  sales 
should  be  prohibited  since  the  seller  has 
obvious  difficulties  verifying  the  age  of 
the  purchaser  in  selling  where  there  is 
no  &ce-to-face  encoimter.’’  A  comment 
from  26  State  attorneys  general  stated 
that  “ending  distribution  of  tobacco  by 
mail-order  *  *  *  will  greatly  assist  ovir 
efforts  to  enforce  compliance  with  our 
state  laws.”  As  a  resiilt  of  some 
comments  discussed  in  detail  below, 
however,  the  final  rule  permits  mail¬ 
order  sales,  except  for  r^emption  of 
coupons  and  free  samples. 

(92)  The  agency  received  himdreds  of 
comments  opposing  the  proposed 
restriction  against  mail-order  sales. 

Many  comments  were  submitted  by 
older  smokers  (senior  citizens,  retirees 
oh  fixed  incomes,  etc.)  who  identified 
themselves  as  pipe  tobacco  smokers 
who  pmrchased  tobacco  products 
through  the  mail;  most  individuals 
appeared  to  be  clients  from  one  tobacco 
product  supply  house  in  Tennessee. 
These  comments  stated  that  yoimg 
people  do  not  smoke  pipe  tobacco  and 
added  that  they  would  like  to  continue 
to  purchase  their  pipe  tobacco  through 
the  mail. 

The  agency  believes  that  the 
comments  misinterpreted  the  1995 
proposed  rule.  The  preamble  to  the  1995 
proposed  rule  stated  that  the  rule  did 
not  apply  to  pipe  tobacco  or  to  cigars 
because  FDA  has  no  evidence 
demonstrating  that  pipe  tobacco  and 
cigars  are  drug  delivery  devices  under 
the  act  or  that  young  people  use  such 
products  to  any  significant  degree  (60 
FR  41314  at  41322). 

(93)  One  comment  asserted  that  the 
proposed  mail-order  provision  is 
unauthorized  and  contrary  to  law. 
According  to  the  conunent,  neither 
section  520  of  the  act  nor  any  other 
provision  of  the  act  gives  FDA  the 
authority  to  declare  matter  unmailable. 
The  comment  explained  that,  imder  the 
Prescription  Drug  Marketing  Act 
(PDMA),  prescription  drug  samples  may 
be  sent  through  the  mail  to  those 
authorized  by  law  to  obtain  them. 
Furthermore,  the  comment  argued,  . 
Congress  has  specifically  determined 
and  legislated  what  products  should  not 
be  sent  through  the  mail  (39  U.S.C. 
3001(f)  and  (^  (Federal  statute  on 
“nonmailable  matter”)). 

The  agency  disagrees  with  the 
.  comment.  Section  520(e)  of  the  act 
expressly  authorizes  the  agency  to  issue 
regulations  pertaining  to  the  sale, 
distribution,  or  use  of  a  restricted 
device.  Restrictions  on  the  sale  or 
distribution  of  such  a  device  through 


the  mail  are  clearly  within  the  scope  of 
FDA’s  authority  under  that  section. 

Additionally,  FDA  does  not  agree  that 
the  PDMA  or  39  U.S.C.  3001  prevents 
the  agency  frnm  acting  on  mail-orders. 
The  PDMA’s  mail-order  restrictions 
represented  a  congressional  response  to 
a  specific  problem,  namely  the 
diversion  of  adulterated  prescription 
drug  products  (including  drug  samples) 
into  illegal  markets.  Here,  the  products 
in  question  are  devices  rather  than 
prescription  drugs,  and  the  rule  does 
not  purport  to  address  the  diversion  of 
adulterated  cigarettes  or  smokeless 
tobacco  or  samples  of  those  products. 

Similarly,  the  Postal  Service  provision 
(39  U.S.C.  3001)  on  “nonmailable 
matter”  does  not  preclude  FDA  from 
issuing  regulations  pertaining  to  the 
distribution  of  a  related  device.  The 
provision  simply  states  that  certain 
items  or  types  of  items  are  nonmailable 
and  directs  the  United  States  Postal 
Service  (USPS),  in  certain  situations,  to 
issue  regulations  (such  as  regulstions 
pertaining  to  fragrance  advertising 
samples).  FDA  interprets  39  U.S.C 
3001,  therefore,  as  establishing  certain 
“nonmailable”  items  for  USPS  purposes 
rather  than  precluding  FDA  from 
regulating  the  sale  and  distribution  of  a 
device  pursuant  to  its  device  authority. 
Nevertheless,  as  discussed  in  comment 
94  below,  FDA  has  amended  the  rule  to 
permit  mail  order  sales,  so  the  issue  of 
the  USPS  restrictions  on  nonmailable 
matter  is  moot. 

(94)  The  agency  received  many 
comments  from  individuals  who 
contended  that  the  proposed  mail-order 
restriction  is  unwarranted  because  the 
agency  cited  no  studies  to  demonstrate 
that  young  people  actually  use  the  mail 
to  obtain  cigarettes.  One  comment  noted 
that  lOM  ar^owledges  that  “the  extent 
of  mail-order  purchase  of  tobacco 
products  by  minors  is  not  known.” 
According  to  the  comment,  the  mail¬ 
order  restriction  must  be  based  on 
actual  evidence  that  a  substantial 
niunber  of  young*  people  use  the  mail  to 
purchase  cigarettes  and  not  based  on 
“theoretical  purchasability.” 

Other  comments  stated  that  young 
people  do  not  obtain  cigarettes  through 
the  mail  because  they  do  not  possess 
checks  or  credit  cards  to  effectuate  mail¬ 
order  purchases.  In  addition,  the 
comments  questioned  whether  young 
people  are  patient  enough  to  wait 
several  weeks  to  obtain  tobacco 
products.  A  few  comments,  including  a 
comment  frnm  a  mail-order  firm, 
contended  that  mail-order  purchases 
would  be  too  expensive  for  young 
people,  either  b^use  of  the  cost  or  the 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Rules  and  Regulations  44459 


mininnim  order  sizes  (which,  according 
to  one  comment,  usually  consists  of 
several  poimds  of  tobacco).  These 
comments  opposed  the  proposed  mail¬ 
order  restriction  on  the  basis  that  it 
would  not  effectively  reduce  young 
people’s  access  to  tobacco  pr^ucts  and 
would  instead  eliminate  an  adidt’s 
access  to  entirely  legal  tobacco 
products. 

Other  comments  from  firms  with  a 
significant  mail-order  business  stated 
that  the  elimination  of  mail-order  sales 
would  force  the  firms  to  terminate  staff 
or  go  out  of  business. 

The  agency  also  received  many 
comments  ficom  adults  opposing  the 
proposed  mail-order  restriction.  These 
comments  stated  that  because  mail¬ 
order  sales  are  highly  preferable  to 
purchases  in  retail  stores  the  products 
sold  through  the  mail  are  imavailable  in 
stores  or  are  less  expensive  than  those 
sold  in  stores.  Other  comments 
(including  one  from  a  prison  inmate) 
said  that  because  mail-order  sales  serve 
those  in  rural  or  isolated  areas, 
eliminating  mail-order  sales  would 
eliminate  the  principal  or  sole  source  of 
tobacco  for  those  adults. 

After  carefully  reviewing  the 
comments,  the  agency  has  decided  to 
delete  mail-order  sales  from  §  897.16. 
The  restriction  was  intended  to 
preclude  young  people  bom  having  easy 
access  to  cigarettes  and  smolceless 
tobacco.  However,  there  is  inadequate 
evidence  demonstrating  that  yovmg 
people  use  mail-order  sales  to  any 
significant  degree.  This  lack  of  evidence 
may  indicate  that  it  is  not  relatively  easy 
for  young  people  to  prirchase  cigarettes 
and  smokeless  tobacco  through  the  mail. 

FDA  also  considered  the  impact  of  the 
proposed  mail-order  restriction  on 
adults.  The  agency  does  not  intend  to 
unreasonably  interfere  with  an  adult’s 
ability  to  obtain  legally  his  or  her 
preferred  tobacco  products. 

Consequently,  FDA  has  amended 
§  897.16(c)  to  allow  mail-order  sales  of 
cigarettes  and  smokeless  tobacco.  The 
agency  emphasizes,  however,  that  the 
f^al  mle  retains  the  restrictions  against 
the  redemption  of  coupons  and 
distribution  of  free  samples  through  the 
mail.  This  amendment  is  consistent 
with  the  lOM  Report  which 
recommended  a  suitably  limited  Federal 
ban  on  the  distribution  of  tobacco 
products  through  the  mail  as  part  of  a 
long-term  access  strategy  and,  at  a 
minimiun,  restrictions  against  the  mail¬ 
order  redemption  of  coupons  and  the 


distribution  of  free  samples  through  the 

mail.  ^2 

FDA  remains  concerned,  however, 
that  young  people  may  turn  to  mail¬ 
order  sales  as  the  rule’s  restrictions 
against  other  forms  of  access  (such  as 
vending  machines  and  retail  stores) 
become  effective.  Accordingly,  FDA 
strongly  advises  mail-order  firms  to  take 
appropriate  steps  to  prevent  sales  to 
young  people  and  reminds  mail-order 
firms  that  §  897.14(a)  prohibits  the  sale 
of  cigarettes  and  smokeless  tobacco  to 
anyone  imder  age  18.  The  agency  will 
monitor  the  sales  of  mail-order  tobacco 
products,  and  if  FDA  determines  that 
yoimg  people  are  obtaining  cigarettes  or 
smokeless  tobacco  through  the  mail,  the 
agency  will  take  appropriate  action  to 
address  the  situation. 

(95)  Several  comments  criticized  the 
agency  for  failing  to  consider  less 
restrictive  alternatives.  The  comments 
noted  that  tobacco  mail-order  houses 
reqiiire  payment  by  check  or  credit  card. 
Other  comments  would  amend  the  rule 
to  require  firms  to  maintain  records 
evidencing  compliance  with  proof  of 
age  requirements.  Another  comment 
suggested  a  requirement  for  photocopies 
of  photographic  identification  cards, 
such  as  an  identification  with  a  drivers 
license  number,  for  mail-order 
transactions. 

As  stated  previously,  FDA  has 
amended  the  final  rule  to  permit  mail¬ 
order  sales,  but  will  monitor  such  sales 
to  ensure  that  yoimg  people  do  not 
obtain  cigarettes  or  smokeless  tobacco 
through  ^e  mail.  The  agency,  therefore, 
stron^y  advises  firms  to  take 
appropriate  measures  to  prevent  sales  to 
yoimg  people. 

(96)  Several  comments  expressed 
concern  about  the  financial  well  being 
of  the  USPS.  These  comments  predicted 
that  the  USPS  would  lose  income  if 
tobacco  products  could  no  longer  be 
sent  by  mail.  The  comments  predicted 
that  the  USPS  would  be  forced  to  raise 
postal  rates  to  compensate,  thus 
affecting  product  users  and  nonusers 
alike. 

As  stat^  previously,  the  agency  has 
amended  the  rule  to  permit  mail-order 
sales  to  continue.  However,  FDA  notes 
that  speculative  or  theoretical  impacts 
on  the  USPS  are  not  an  appropriate 
basis  for  determining  how  or  whether  to 
regulate  a  restricted  device  under  the 
act. 

(97)  One  comment  representing  the 
concerns  of  specialty  tobacco  pn^ucts 
noted  that  90  percent  of  its 
manufacturer-distributor-retailer 
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distribution  system  uses  the  mail  or 
other  commercial  carriers.  This 
comment  requested  that  FDA  clarify 
that  the  proposed  restriction  on  mail¬ 
order  sales  pertained  to  mail-order  sales 
to  the  ultimate  user  rather  than  to  inter¬ 
company  transfers. 

Proposed  §  897.16(c)  was  intended  to 
address  sales  and  distributions  to 
consumers.  Transactions  and  shipments 
between  manufacturers,  distributors, 
and  retailers,  therefore,  are  not  subject 
to  the  restrictions  on  mail-order  sales  of 
cigarettes  and  smolceless  tobacco. 
However,  because  the  final  rule  permits 
mail-order  sales,  there  is  no  need  to 
amend  the  rule  to  clarify  this  point. 

(98)  One  comment  supported  the 
restriction  against  mail-order  sales  in 
part  because,  the  comment  claimed, 
such  sales  permit  the  purchaser  to  avoid 
taxes  on  these  products  (by  purchasing 
the  products  from  firms  in  States  with 
lower  taxes).  The  comment  also  stated 
that  eliminating  these  sales  would  help 
Canadians  because  American  mail-order 
firms  are  not  subject  to  high  Canadian 
taxes  and  can  sell  comparatively  lower- 
cost  cigarettes  in  Canada.  The  comment 
said  this  practice  increases  cigarette 
consumption  in  Canada  and 
undermines  the  health  benefits  resulting 
frrom  high  Canadian  taxes. 

The  issues  raised  by  the  comments  are 
beyond  the  scope  of  this  rule  and  FDA’s 
authority. 

ii.  Mail-order  redemption  of  coupons. 
Proposed  §  897.16(c)  would  have 
prohibited  mail-order  redemption  of 
coupons.  The  preamble  to  the  1995 
proposed  rule  addressed  mail-order 
redemption  of  coupons  in  conjunction 
with  mail-order  sales,  and  the 
restriction  against  mail-order 
redemption  of  coupons  was  meant  to 
apply  only  to  coupons  that  a 
prospective  purchaser  would  send 
through  the  mail  (regardless  of  whether 
the  prospective  purchaser  used  the 
USPS  or  a  private  carrier)  to  a  firm  to 
obtain  cigarettes  or  smokeless  tobacco. 

(99)  Most  comments  on  this  issue 
mistakenly  assumed  that  FDA  was 
proposing  to  ban  all  direct  mail 
coupons.  These  comments  contended 
that  direct  mail  coupons  are  redeemed 
during  face-to-face  transactions  at  larger 
retail  establishments  such  as  grocery 
stores.  For  the  most  part,  these 
comments  suggested  that  young  people 
do  not  routinely  use  coupons  to 
purchase  tobacco  products,  noting  that 
the  smaller,  convenience  stores  where 
young  people  firequently  obtain 
cigarettes  and  smokeless  tobacco  often 
do  not  accept  coupons. 
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In  contrast.  FDA  also  received  several 
comments  supporting  the  proposal  to 
eliminate  mail-order  redemption  of 
cigarette  and  smokeless  tobacco 
coupons.  For  example,  the  attorney 
general  for  a  populous  northeastern 
State  commented  that  “[i]n  another 
operation  conducted  by  my  office  earlier 
t^  year,  30  minors  mailed  in  coupons 
to  obtain  free  samples  of  smokeless 
tobacco  products  from  United  States 
Tobacco  Company.  Virtually  all  of  the 
minors  were  provided  with  such  free 
samples." 

Proposed  §  897.16(c)’s  reference  to 
mail-order  redemption  of  coupons  was 
directed  at  the  redemption  of  coupons 
through  the  mail.  The  provision  was  not 
intended  to  prevent  adiilts  from 
redeeming  coupons  at  a  point  of  sale  or 
frxnn  receiving  coupons  through  the 
mail.  FDA  based  this  provision  on  the 
lOM  Report  which,  among  other  things, 
noted  that  value  added  promotions,  ' 
including  coupons,  constituted  the 
largest  market  expenditure  by  the 
tolMcco  industry  in  1991,  that  coupons 
are  accessible  to  young  people  through 
direct  mail  campaigns,  and  that  price- 
sensitive  young  people  are  attracted  to 
such  schemes  or  may  be  increasingly 
attracted  to  such  schemes  as  their  offier 
sources  of  tobacco  products  are 
restricted. 

Comments  supporting  this  provision 
confirmed  the  ne^  for  prohibiting  mail¬ 
order  redemption  of  coupons.  These 
comments  reported  incidents  where  one 
or  more  young  people  obtained  several 
packages  of  cigarettes  or  smokeless 
tobacco  by  sending  in  coupons  (usually 
for  free  samples).  Consequently,  the 
final  rule  retains  the  restriction  against 
mail-order  redemption  of  coupons.  FDA 
adds  that,  for  purposes  of  this  subpart, 
“mail”  is  not  conned  to  USPS  delivery 
but  includes  items  shipped  through 
private  carriers. 

d.  Free  samples.  Proposed  §  897.16(d) 
would  have  prohibited  manufacturers, 
distributors,  and  retailers  from 
distributing  or  causing  to  be  distributed 
any  free  samples  of  cigarettes  or 
smokeless  tobacco.  The  agency 
proposed  this  restriction  because  free 
samples  are  often  distributed  at  “mass 
intercept  locations,”  such  as  street 
comers  and  shopping  malls,  and  at 
events  such  as  festivals,  concerts,  and 
games.  The  preamble  to  the  1995 
proposed  rule  stated  that  free  samples 
represent  a  “risk-free  and  cost-free”  way 
for  young  people  to  obtain  and  possibly 
use  cigarettes  or  smokeless  tobacco  and 
that,  when  free  samples  are  distributed 
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at  cultmral  or  social  events,  peer 
pressiue  may  lead  some  young  people  to 
accept  and  to  use  the  free  samples  (60 
FR  41314  at  41326). 

The  preamble  to  the  1995  proposed 
rule  also  cited  surveys  and  reports 
demonstrating  that  yoimg  people, 
including  elementary  school  c^ldren, 
can  obtain  free  samples  easily.  Young 
people  were  able  to  obtain  firm  samples 
despite  industry-developed,  volimtary 
codes  that  supposedly  restrict 
distribution  of  free  samples  to  imderage 
persons.  The  agency  cited  the  lOM 
Report  which  suggested  that 
distribution  of  free  samples  to  young 
people  occurs  because  the  samplers  are 
often  placed  in  crowded  places  and 
operating  under  time  constraints  that 
may  limit  their  ability  to  request  proof 
of  age.  The  lOM  Report  added  that  the 
samplers  are  usually  young  themselves 
and,  as  a  resiilt,  “may  lack  the 
psychological  wherewithal  to  request 
proof  of  age  and  refuse  solicitations 
from  those  in  their  own  peer  group”  (60 
FR  41314  at  41326). 

(100)  FDA  received  a  few  comments 
that  opposed  any  restrictions  on  free 
samples,  claiming  that  eliminating  free 
samples  would  violate  the  “rights”  of 
adult  consxuners,  reduce  choices  for 
adults,  or  deprive  adults  of  the 
opportunity  to  save  money. 

In  contrast,  many  comments 
supported  propos^  §  897.16(d), 
including  several  that  opposed  the 
remainder  of  the  rule  but  expressly 
supported  a  prohibition  on  the 
distribution  of  free  samples.  Several 
comments  stated  that  young  people  can 
easily  obtain  free  samples;  a  few 
comments,  including  two  from  12-year 
old  students,  mentioned  that  their 
classmates  were  able  to  receive  free 
samples  or  reported  that  yoimg  people 
were  able  to  receive  free  samples 
without  being  asked  to  show  proof  of 
age.  One  comment  even  reported  that  a 
yoimg  person  was  able  to  receive  4 
cigarette  packages  through  the  mail  as 
bw  samples,  while  another  claimed  to 
have  seen  12  cans  of  smokeless  tobacco 
being  given  to  teenagers. 

Another  comment  supported  the 
provision,  based  on  the  author’s  own 
experience  when  he  was  15  years  old; 
a  neighborhood  grocer  gave  him  and  his 
friends  free  cigarettes  “until  we  were 
hooked”  and  then  the  grocer  “had 
steady  paying  customers.”  Other 
comments  supported  this  provision  for 
the  same  reason  that  they  supported 
eliminating  single-cigarette  ^es  and 
establishing  a  minimum  package  size: 
Such  items  encourage  yoimg  people  to 
experiment  with  cigarettes  or  they 


represent,  as  a  consortium  of  State 
attorneys  general  said,  “sales  and 
marketing  practices  that  provide  young 
people  with  the  easiest  access  to 
tobacco.” 

The  agency  agrees  that  §  897.16(d) 
will  affect  adults  by  effectively  requiring 
them  to  purchase  cigarettes  and 
smokeless  tobacco  rather  than  receive 
them  free  of  charge.  However,  the 
comments  opposing  the  elimination  of 
free  samples  ffid  not  offer  any 
suggestions  as  to  how  to  prevent  free 
samples  from  reaching  young  people.  In 
view  of  the  evidence  showing  that 
young  people  obtain  free  samples 
despite  any  industry-imposed 
restrictions  or  (in  the  case  of  at  least  one 
comment)  that  they  obtain  free 
cigarettes  from  a  retailer,  the  agency 
concludes  that  the  benefits  of 
eliminating  free  samples  as  a  source  for 
young  people  outweigh  the 
inconvenience  to  adults. 

FDA  also  disagrees  with  the 
comments  asserting  that  eliminating  free 
samples  adversely  affects  an  adult’s 
ability  to  choose  products  or  otherwise 
violates  adult  “rights.”  The  final  rule 
does  not  alter  an  adult’s  ability  to  select 
or  purchase  cigarettes  and  smokeless 
tobacco. 

(101)  Several  comments  submitted  by 
manufacturers  or  their  representatives 
opposed  the  prohibition  against  the 
distribution  of  free  samples,  stating  that 
manufacturers  use  free  samples  to 
introduce  new  products,  to  encourage 
adult  consumers  to  switch  brands,  or  to 
thank  their  adult  consumers  for  their 
patronage.  Others  comments  added  that 
free  samples  do  not  encourage  yoimg 
people  to  smoke  or  to  use  smokeless 
tobacco  or  that  eliminating  free  samples 
would  not  reduce  cigarette  or  smokeless 
tobacco  use  by  young  people. 

'The  agency  is  eliminating  free 
samples  because  they  are  an 
inexpensive  and  easily  accessible  source 
of  these  products  to  young  people  and, 
when  distributed  at  cultu^  or  social 
events,  may  increase  social  pressure  on 
young  people  to  accept'  and  use  free 
samples  (60  FR  41314  at  41326).  'The 
preamble  to  the  1995  proposed  rule 
cited  studies  and  reports  to  support  the 
agency’s  views;  those  documents 
contradict  the  comments’  claim  that  fi^ 
samples  do  not  encourage  young  people 
to  use  these  products  or  affect  use  by 
young  people. 

As  for  the  rule’s  impact  on 
manufacturers’  practices,  the  public 
health  benefits  from  eliminating  free 
samples  as  an  avenue  that  young  people 
use  to  obtain  cigarettes  and  smokeless 
tobacco  outweigh  any  inconvenience  to 
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manufactvirers  who  will  be  obliged  to 
devise  new  ways  to  introduce  new 
products,  to  get  adults  to  switch  brands, 
or  to  thank  adult  consvuners.  FDA 
believes  that  manufactiirers  will  be  able 
to  devise  new  approaches  to  promote 
new  brands  or  to  attract  new  adult 
customers  that  comply  with  these 
regulations. 

.  (102)  One  comment  expressed  strong 
opposition  to  proposed 897.16(d).  The 
comment  argued  that  FDA  lacked 
authority  to  ban  free  samples,  especially 
when  the  agency  would  permit  sales  to 
adults,  and  that  the  agency  had  no 
evidence  to  support  a  ban  on  free 
samples.  The  comment  added  that  the 
act  did  not  extend  to  device  samples 
and  argued  that  Congress  knows  how  to 
give  FDA  authority  over  samples,  as 
evidenced  by  sampling  provisions  in  the 
PDMA.  The  comment  further  stated  that 
the  term  “sample”  was  over-broad 
because  it  was  not  limited  to  products 
distributed  in  public  settings  for 
promotional  purposes;  thus,  the 
comment  continued,  any 
complimentary  gift  could  be  a  “sample” 
under  proposed  §  897.16(d). 

FDA  di^grees  with  the  comment. 
Section  520(e)  of  the  act  states  that  the 
agency  may  “require  that  a  device  be 
restricted  to  sale,  distribution,  or  use 
*  *  *  upon  such  other  conditions  as  the 
Secretary  may  prescribe  by  *  *  * 
regulation.”  Restricting  frm  samples  is 
clearly  a  restriction  on  the  product’s 
distribution. 

As  for  the  PDMA,  the  comment’s 
claim  that  the  PDMA’s  sampling 
restrictions  shows  that  Congress  has  not 
authorized  FDA  to  regulate  device 
samples  (due  to  the  absence  of  express 
language  on  device  samples)  fails  to  take 
into  account  the  fact  that  FDA’s 
restricted  device  authority  is  broader 
than  its  prescription  drug  authority. 
Also,  the  conunent  fails  to  take  into 
accoimt  the  reasons  behind  enactment 
of  PDMA.  PDMA  was  enacted  not  to 
give  FDA  new  authority  over 
prescription  drug  samples,  but  to  cmtail 
the  illegal  diversion  of  drugs,  including 
samples,  into  the  market.  (See  S.  Kept. 
100-303, 100th  Cong.,  2d  sess.  2-3 
(1988).)  Before  PDMA  was  enacted,  FDA 
regulated  prescription  drug  samples  in 
the  same  manner  as  prescription  drug 
products.  Thus,  PDMA  is  not  intended 
to  give  FDA  new  authority  over 
samples;  instead,  it  reflects  a 
congressional  decision  to  give  FDA  a 
comprehensive  and  explicit  set  of  new 
authority  to  prevent  illegal  diversions  of 
prescription  drug  products,  including 
the  diversion  of  prescription  drug 
samples  to  illegal  m£u*kets. 


FDA  also  declines  to  amend  the  rule 
to  allow  “gifts.”  Allowing  “gifts”  would 
enable  parties  to  declare  that  their  ftee 
samples  were  now  “gifts”  and  therefore 
outside  the  rule  and  could  lead  to 
disputes  as  tq  whether  an  item  was  a 
prohibited  “sample”  or  an  allowable 
“gift.”  However,  the  agency  will 
exercise  discretion  in  interpreting  and 
enforcing  this  rule.  For  example,  a 
manufacturer’s  employee  who  sends 
cigarettes  or  smokeless  tobacco  to  an 
adult  relative  to  celebrate  a  birthday 
would  not  be  subject  to  regulatory 
action  under  the  free  sample  restriction 
in  §  897.16(c). 

(103)  One  comment  stated  that, 
notwithstanding  the  preamble  to  the 
1995  proposed  rule,  FDA  has  no 
evidence  to  support  a  restriction  on  the 
distribution  of  free  samples.  The 
conunent  stated  that  the  rule 
overestimated  the  prevalence  of  sample 
activities  and  that  cigarette  sampling 
accoimted  for  only  0.7  percent  of  the 
total  spent  on  cigarette  advertising  and 
promotion  in  1993.  The  conunent  also 
said  that  FDA  relied  on  an  outdated 
version  of  the  cigarette  manufacbuers’ 
volrmtary  code.  According  to  the 
comment,  the  outdated  code  prohibited 
distribution  of  cigarette  samples  within 
two  blocks  of  any  “center  of  youth 
activities”  and  “required  samplers  to 
demand  proof  of  age  in  doubtftil  cases.” 
The  revised  code  adds  that  “[s]ampling 
shall  not  be  conducted  in  or  on  public 
streets,  sidewalks  or  parks,  except  in 
places  that  are  open  only  to  persons  to 
whom  cigarettes  lawfully  may  be  sold.” 

In  contrast,  two  conunents  cautioned 
FDA  against  deferring  to  a  voluntary 
code  or  relying  on  the  industry.  One 
conunent  stated  that,  in  Maine,  the 
industry  agreed  to  submit  reports  on 
sampling  activities  to  the  State  in  place 
of  legislation  that  would  have  cvutailed 
sampling  activities,  but  the  industry 
discontinued  these  reports  as  soon  as 
State  authorities  stopped  sending 
reminders  that  the  reports  were  due. 
Another  conunent  stated  that,  in 
Massachusetts,  a  lawsuit  over  sampling 
practices  by  a  smokeless  tobacco  firm 
ended  in  a  settlement  whereby  the  firm 
would  require  photocopies  of 
identification  cards  for  all  mail-in 
requests  for  samples.  The  conunent  said 
that  the  settlement  represented  an 
improvement  over  requiring  no  proof  of 
age  at  all,  but  noted  that  the  firm  refused 
to  apply  this  practice  outside  the  State 
and  that  the  restriction  did  not  apply  to 
other  smokeless  tobacco  firms.  'Die 
conunent  also  claimed  that  firms  often 
agree  to  restrict  sampling  activities  only 
after  adverse  publicity  or  agree  to 


restrict  sampling  activities  without 
setting  any  measurable  performance 
goals. 

FDA  disagrees  with  the  comment 
asserting  that  the  agency  has  no 
evidence  to  support  a  restriction  on  ftee 
samples.  The  preamble  to  the  1995 
proposed  rule  cited  several  reports  and 
surveys  showing  that  young  people, 
including  elementary  school  children, 
obtain  firm  samples  easily  (60  FR  41314 
at  41326).  The  agency  also  has  no 
assurance  that  the  revised  cigarette 
industry  code  will  be  any  more  effective 
than  earlier  versions.  Moreover,  as 
mentioned  earlier  in  this  document, 

FDA  received  comments  stating  that 
young  people  continue  to  receive  free 
samples  of  cigarettes  and  smokeless 
tobacco.  The  conunents  refute  the  claim 
that  volimtary  industry  restrictions  on 
sampling  preclude  the  need  for  FDA 
regulation  of  ftee  samples. 

Additionally,  the  rule  offers  several 
important  advantages  over  voluntary 
codes.  The  rule  creates  enforceable 
obligations  which,  if  violated,  may 
subject  the  manufacturer,  distributor,  or 
retailer  to  sanctions  under  the  act.  These 
sanctions,  in  trun,  create  an  incentive 
for  regulated  parties  to  adhere  to  the  act 
and  its  implementing  regulations.  A 
voiimtary  code  also  applies  only  to  the 
parties  that  accept  the  code  or  fall 
within  the  same  industry;  for  example, 
a  volrmtary  manufacturers’  code  might 
not  extend  to  distributors  or  to  retailers, 
or,  as  the  conunent  recognized,  a 
voluntary  cigarette  manufacturers’  code 
might  differ  from  a  volrmtary  smokeless 
tolracco  manufacturers’  code. 

Furthermore,  a  regulation  creates 
uniform  standards  and  policies  for  the 
same  product.  Those  standards  apply 
regardless  of  whether  a  firm  is  a  member 
of  a  voluntary  organization. 

Finally,  the  agency  notes  that,  while 
the  conunent  said  that  “only  0.7  percent 
of  the  total  spent  on  cigarette 
advertising  and  promotion”  in  1993 
went  to  cigarette  sampling  activities, 
this  percentage  still  translates  into  a 
large  siun.  Cigarette  advertising  and 
promotion  expenditrues,  according  to 
the  same  FTC  report  cited  by  the 
conunent,  were  approximately  $6 
billion  in  1993.  llius,  the  seemingly 
small  percentage  devoted  to  cigarette 
sampling  activities,  when  translated 
into  dollars,  represents  $42  million. 

(104)  Several  comments  supported  the 
prohibition  against  the  distribution  of 
fiee  samples,  but  suggested  that  FDA 
amend  the  rule  to  prevent  distribution 
of  cigarettes  and  smokeless  tobacco  at 
prices  below  their  fair  market  value. 

One  conunent  would  define  a  product’s 
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fair  market  value  as  the  average  retail 
price  in  the  region.  Another  comment 
would  amend  §  897.16(d)  to  prohibit 
sales  or  distribution  of  cigarettes  and 
smokeless  tobacco  "in  reUmi  for 
nominal  consideration.” 

The  agency  declines  to  amend  the 
rule  as  suggested  by  comments.  While 
the  conunents  have  merit,  FDA  usually 
has  no  role  in  the  prices  charged  for  an 
FDA-regulated  pr^uct.  Additionally,  it 
would  be  difficult  for  FDA  to  monitor 
fair  market  values  for  various  products, 
and  disputes  would  inevitably  arise  as 
to  whether  the  “market”  should  cover  a 
broader  or  narrower  geographic  area,  the 
data  used  to  determine  the  fair  market 
value,  and  how  compUance  actions 
would  be  affected  by  fluctuations  in  the 
fair  market  value.  Similar  disputes 
would  arise  regarding  "nominal 
consideration.”  Furthermore,  regardless 
of  the  price  at  which  the  product  is  sold, 
other  provisions  in  this  subpart  should 
deter  or  reduce  access  by  young  people. 

e.  Restrictions  on  labeling  and 
advertising.  The  agency  on  its  own 
initiative  has  add^  §  897.16(e)  as  a 
point  of  clarification  to  the  final  rule. 
This  provision  states  that  "no 
maniifacturer,  distributor,  or  retailer 
may  sell  or  distribute,  or  cause  to  be 
sold  or  distributed,  cigarettes  or 
smokeless  tobacco  with  labels,  labeling, 
or  advertising  not  in  compliance  with 
the  restrictions  in  Subparts  C  and  D 
*  *  *.”  The  restrictions  on  labels, 
advertising,  and  labeling  in  subparts  C 
and  D  of  part  897  are  authorized,  in 
part,  imder  section  520(e)  of  the  act  and 
are  considered  conditions  of  sale, 
distribution,  and  use.  Therefore, 

§  897.16(e)  clarifies  the  statutory 
obUgations  of  manufacturers, 
distributors,  or  retailers  imder  this  rule. 

V.  Label 

In  the  1995  proposed  rule  (601TR 
41314,  August  11, 1995),  subpart  C  of 
part  897  was  entitled  “Labels  and 
Educational  Programs,”  and  contained 
two  provisions.  Proposed  §  897.24, 
would  have  reqiiired  cigarette  or 
smokeless  tobacco  paclmges  to  contain 
the  appropriate  "established  name”  of 
the  product;  the  final  rule  retains  that 
provision  and  does  not  make  any 
substantive  changes  to  it.  Proposed 
§  897.29  would  have  required 
manufachirers  to  estabUsh  and  maintain 
a  national  educational  program  to 
discourage  children  from  using 
cigarettes  and  smokeless  tobacco.  Based 
on  issues  raised  by  comments,  proposed 
§  897.29 has  been  deleted  finm  the  final 
rule,  and  instead,  the  Food  and  Drug 
Administration  (FDA)  has  determined 


that  issuing  notification  orders  under 
section  518  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (the  act)  (21  U.S.C. 
360h)  would  be  the  most  practicable 
and  appropriate  means  of  requiring 
tobacco  manufacturers  to  inform  young 
people  of  the  unreasonable  health  risks. 
Discussion  of  the  comments  received 
reg€nding  this  education' provision  is 
included  in  section  VII.  of  this 
document. 

A.  Established  Name  (§  897.24) 

Proposed  §  897.24  would  have 
required  that  each  cigarette  or  smokeless 
tolracco  product  package,  carton,  box,  or 
container  of  any  kind  that  is  offered  for 
sale,  sold,  or  otherwise  distributed  bear 
whichever  of  the  following  established 
names  is  appropriate:  "Cigarettes,” 
“Cigarette  Tobacco,”  “Loose  Leaf 
Chewing  Tobacco,”  “Plug  Chewing 
Tobacco,”  “Twist  Chewing  Tobacco,” 
“Moist  Snuff,”  or  “Dry  Snuff,” 

The  preamble  to  the  1995  proposed 
rule  explained  that  this  provision  was 
intended  to  implement  section  502(e)(2) 
of  the  act  (21  U.S.C.  352(e)(2)),  which 
states  that  a  device  shall  be  deemed 
misbranded  if  its  label  fails  to  display 
the  estabUshed  name  for  the  device. 
Section  502(e)(4)  of  the  act,  in  turn, 
expleuns  that  the  “estabUshed  name”  for 
a  device  is  the  appUcable  official  name 
of  the  device  designated  under  section 
508  of  the  act  (21  U.S.C.  358),  the 
official  title  in  a  compendiiun  if  the 
device  is  recognized  in  an  official 
compendium  but  has  no  official  name, 
or  “any  common  or  usual  name  of  such 
device.”  In  this  case,  no  official  names 
have  been  designated  vmder  section  508 
of  the  act,  and  no  compendium  provides 
an  estabUshed  name  for  these  products. 
Consequently,  §  897.24  proposed 
designating  “cigarettes,”  “cigarette 
tobacco,”  and  ffie  common  or  usual 
names  for  smokeless  tobacco  (such  as 
“moist  snuff”  or  “loose  leaf  chewing 
tobacco”)  as  estabUshed  names  for  ffiese 
products. 

(1)  The  agency  received  few 
conunents  on  proposed  §  897.24.  One 
conunent  that  opposed  the  provision 
stated  that  it  was  imnecessary  and 
would  produce  anomalous  results.  The 
comment  stated  that,  because  cigarettes 
are  already  required  to  be  labeled 
“cigarettes”  under  regulations  adopted 
by  the  Bureau  of  Alcohol,  Tobacco  and 
Firearms  (BATF)  imder  the  Internal 
Revenue  Code  (27  CFR  270.215  (1995)), 
“Cigarettes”  is  already  the  common  and 
usual  name  and,  therefore,  there  is  no 
need  to  designate  an  “estabUshed 
name.” 


The  agency  has  concluded  that  the 
BATF  requirement  does  not  conflict 
with  the  act’s  requirement  that  the  label 
bear  the  estabUshed  name  of  these 
products.  The  agency  recognizes  that 
BATF  regulations  currently  require 
cigarette  packages  to  include  the  word 
“cigarettes”  on  the  package  or  on  a  label 
securely  affixed  to  the  package  (27  CFR 
270.215).  For  smokeless  tobacco  and 
chewing  tobacco,  BATF  regulations 
require  the  packages  to  include  the 
words  “snuff’  or  “chewing  tobacco,”  or 
alternatively,  “Tax  Class  M”  or  “Tax 
Class  C,”  respectively  (27  CFR  270.216). 
These  terms  also  describe  the 
estabUshed  name,  as  required  in  section 
502(e)  of  the  act. 

Many  of  the  labeUng  provisions  of  the 
act,  including  section  502(e)(2),  are 
intended  to  provide  important  basic 
information  to  consumers  and  others 
coming  in  contact  with  a  regulated 
product.  In  this  case,  the  act  requires 
that  the  estabUshed  or  common  name  be 
placed  on  the  product’s  label  in  a  clear 
way  so  that  it  is  easily  seen  and 
consumers  can  readily  identify  the 
product.  Congress  provided  an 
exception  only  for  cases  where 
compUance  with  this  provision  is 
“impracticable.”  If  a  manufacturer 
beUeves  that  it  cannot  comply  with  this 
provision  of  the  rule,  the  manufacturer 
should  consult  with  the  agency  to 
determine  if  it  quaUfies  for  an 
impracticabiUty  exception  under  section 
502(e)(2)  of  the  act. 

(2)  One  comment  that  supported  the 
provision  on  estabUshed  name 
recommended  that,  in  addition  to  the 
estabUshed  names  set  forth  in  the  1995 
proposed  rule,  Uttle  cigars  and  tobacco 
sticks  should  also  be  Usted  as  separate 
products  with  their  own  specific 
estabUshed  names,  “Uttle  cigars”  and 
“tobacco  sticks”  “in  keeping  with  the 
manner  and  style  of  the  estabUshed 
names  to  be  used  for  smokeless  tobacco 
products.” 

One  comment  that  opposed  the 
provision  stated  that  since  proposed 
§  897.3(a)  would  define  “cigarettes”  to 
include  Uttle  cigars,  the  same  package  of 
Uttle  cigars  that  must  be  labeled  “small 
cigars”  or  “Uttle  cigars”  (under  current 
BATF  regulations,  27  CFR  270.214(c) 
(1995)),  would  also  have  to  carry  the 
estabUshed  name  of  “cigarettes”  under 
the  proposed  FDA  regulation.  The 
comment  argued  that  such  a  conflicting 
labeUng  requirement  is  absurd,  and 
would  create  confusion  where  none 
now  exists. 

The  agency  has  modified  the 
definition  of  “cigarette”  found  in 
proposed  §  897.3(a)  to  exclude  Uttle 
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cigars  from  the  final  rule.  The  agency 
also  advises  that,  to  the  best  of  its 
knowledge,  tobacco  sticks  currently  are 
not  sold  in  the  United  States.  If  tobacco 
sticks  were  to  be  marketed  in  this 
country,  the  agency  advises  that  such 
products  would  be  subject  to  premarket 
notification  imder  section  510(k)  of  the 
act  (21  U.S.C.  360(k))  and  21  CFR  part 
807,  and  could  he  included  imder  the 
established  name  of  “cigarette  tobacco," 
and  therefore  do  not  need  to  be  listed 
as  separate  products  at  this  time, 

B.  Package  Design 

(3)  Several  comments  noted  that  the 
1995  proposed  rule  did  not  include  any 
action  to  eliminate  the  use  of  the 
tobacco  product  package  itself  to 
infiuence  children.  A  few  comments 
cited  a  March  1995  Canadian  study, 
which  found  that  package  designs  affect 
the  ability  of  teens  to  associate  lifestyle 
and  personahty  imagery  to  specific 
brands  and  detract  from  the  health 
message.  Another  study  foimd  that 
the  “badge"  value  of  cigarette  packages 
for  youtl^  was  decreased  when  the 
packages  were  stripped  of  their  imique 
characteristics.  The  comment 
suggested  that  the  provisions  of 
proposed  §  897.30,  requiring  text  only 
with  black  text  on  a  white  Irackground, 
should  be  extended  to  cigarette 
packages.  One  comment  pointed  out 
that  FDA  has  the  authority  to  require 
plain  packaging  without  violating  the 
Federd  Cigarette  Labeling  and 
Advertising  Act  (the  Cigarette  Act),  15 
U.S.C.  1334(a),  which  prohibits 
additional  statements  related  to  smoking 
and  health  on  cigarette  packages. 

The  agency  agrees  with  the  comments 
that  cigarette  package  design  and 
imagery  are  powerful  tools  that  increase 
the  appeal  of  the  product,  especially  to 
young  people.  In  the  preamble  to  the 
1995  proposed  rule  the  agency  cited 
several  studies  demonstrating  that 
“[i]magery  ties  the  products  to  a 
positive  visual  image"  (60  FR  41314  at 
41335).  Another  study  showed  that 
“children  and  adolescents  react  more 
positively  to  advertising  with  pictures 
and  other  depictions  than  to  advertising 
(or  packaging)  that  contains  only  print 
or  text"  (60  FR  41314  at  41335). 


74  “When  Packages  Can  Speak:  Possible  Impacts 
of  Plain  and  Generic  Packaging  of  Tobacco 
Products,”  Health  Minister  of  Canada,  March  1995. 

rsRootman,  L,  B.  K.  Flay,  and  D.  Flay,  “A  Study 
on  Youth  Smoking,  Plain  Packaging  Health 
Warnings,  Event  Marketing  and  Price  Reductions. 
Key  Findings,”  A  Joint  Research  Project  by 
University  of  Toronto,  University  of  Illinois,  York 
University,  Ontario  Tobacco  Research  Unit, 
Addiction  Research  Foundation,  p.  7, 1995. 


The  agency  has  considered  extending 
the  requirements  of  §  897.30  (text  only, 
black  on  white  backgrotmd)  to  the 
package  itself,  but  believes  at  this  time 
these  meastires  are  not  necessary 
considering  the  comprehensive  nature 
of  the  regulatory  scheme  contained  in 
this  rule.  Therefore,  the  agency  is  not 
extending  the  requirements  applicable 
to  advertising  and  labeling  to  the 
package  itself. 

C.  Ingredient  Labeling 

The  agency  specifically  requested 
comments  on  whether  it  should 
implement  recommendations  from  the 
Ad  Hoc  Committee  of  the  President’s 
Cancer  Panel,  which  recommended, 
among  other  things,  that  the  range  of  tar, 
nicotine,  and  carbon  monoxide 
delivered  by  each  product  be 
communicated  to  consumers.  In 
addition,  the  Ad  Hoc  Committee 
recommended  that  smokers  be  informed 
of  “other  hazardous  smoke 
constituents.” 

(4)  The  agency  received  several 
comments  suggesting  that  tar  and 
nicotine  delivery  or  yield  information 
should  be  disclosed  on  product 
packages  in  order  to  assist  consumers  in 
making  more  informed  decisions  about 
the  use  of  cigarettes.  Some  of  these 
comments  also  suggested  that  labels  list 
the  toxins  present  in,  or  delivered  from, 
cigarettes  and  state  their  effect,  e.g., 
“known  carcinogen.” 

One  comment  stated  that  it  cannot  be 
claimed  that  the  ingredients  are  trade 
secret  information  and,  therefore, 
cannot  be  disclosed,  because  the 
tobacco  companies  voluntarily  released 
a  list  of  ingredients  to  the  public  in 
1995.  The  comment  noted  that,  imder 
current  case  law,  only  items  kept 
confidential  qualify  as  trade  secrets. 

(See  Kewanee  Oil  v.  Bicron  Corp.,  416 
U.S.  470  (1974);  Avtect  Systems  v. 
Peiffer,  21  F.3d  568  (4th.  Cir.  1994).) 

The  comment  noted  further  that  because 
companies  can  and  do  perform  reverse 
engineering  on  another  company’s 
products,  the  ingredients  are  not  trade 
secret.  The  comment  proposed  that,  at  a 
minimum,  FDA  should  designate  a 
partial  list  of  previously  disclosed 
ingredients  and  require  that  the  list  be 
included  on  package  labels.  Another 
comment  stated  that  only  a  reasonable 
number  of  ingredients  should  be  listed 
on  the  label  or  in  a  package  insert. 

One  comment  stated  that  ingredient 
listing  is  not  barred  by  the  Cigarette  Act 
or  by  the  Comprehensive  Smokeless 
Tobacco  Heal&  Education  Act  of  1986 
(Smokeless  Act).  (See  15  U.S.C.  1331  et 
seq.  and  15  U.S.C.  4401  et  seq.)  These 


statutes  require  the  current  Surgeon 
General’s  warnings  on  tobacco  products 
and  preempt  any  additional  statements 
relating  to  smolf^g  or  health  from  being 
required  on  cigarette  or  smokeless 
tol^cco  packages.  The  comment 
asserted  that  a  list  of  ingredients  is  not 
a  statement,  and  cannot  be  reasonably 
construed  as  a  statement  relating  to 
smoking  and  health,  because  a 
statement  expresses  a  point  of  view, 
whereas  an  ingredient  list  does  not. 

One  comment  noted  that  the  Cigarette 
and  Smokeless  Acta  require 
manufacturers  to  submit  annually  to  the 
Department  of  Health  and  Human 
Services  (DHHS)  a  list  of  ingredients 
added  to  tobacco  products,  and  the 
statutes  further  require  that  the  lists  be 
treated  as  confidential  conunercial  or 
trade  secret  information.  (See  15  U.S.C. 
1335(a)  and  15  U.S.C.  4403.)  The 
comment  stated  that  the  confidentiality 
provisions  in  both  statutes  bind  the 
Secretary  of  DHHS  with  respect  to  trade 
secrets,  but  do  not  restrict  FDA’s 
authority  to  require  ingredient  listing. 

FDA  agrees  that  accurate  information 
about  the  tar,  nicotine,  and  carbon 
monoxide  delivery  from  a  cigarette  to 
the  user  would  be  useful  information. 
FDA  is  aware  of  the  Federal  Trade 
Commission’s  (FTC’s)  recent  efforts  to 
develop  a  system  to  measure,  more 
accurately  dian  the  current  test,  the  tar, 
nicotine,  and  carbon  monoxide 
delivered  by  cigarettes.  FTC  has 
annoimced  that  it  will  issue  a  report  of 
its  findings  regarding  a  new  test  method 
in  the  near  future.  FDA  believes  that  it 
would  be  premature  to  require 
manufacturers  to  put  any  of  this 
information  on  tobacco  product  labels 
before  FTC  has  issued  its  report  and 
made  recommendations  on  accurately 
measuring  the  delivery  of  tar,  nicotine, 
and  carbon  monoxide  to  product  users. 

With  regard  to  ingredients  other  than 
tar,  nicotine,  and  carbon  monoxide,  the 
agency  agrees  that  it  has  authority  imder 
the  act  to  require  labeling  or  listing  of 
other  substances  present  or  delivered  by 
cigarettes.  (See  section  502(r)  of  the  act.) 
The  agency  notes  that  there  are 
hundreds  of  ingredients  added  to  or 
delivered  by  cigarettes  and  smokeless 
tobacco.  Even  if  the  agency  were  to 
require  listing  of  only  a  “reasonable 
number,"  current  methodologies  are  not 
adequate  to  accurately  identify  and 
quantify  the  added  ingredients  or  the 
constituents  delivered  by  these 
products.  Moreover,  at  this  time  there  is 
not  enough  data  to  enable,  the  agency  to 
determine  what  a  “reasonable”  number 
of  ingredients  would  be  or  to  determine 
which  ingredients  should  be  listed  and 
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which  should  not.  Therefore,  the  agency 
is  not  requiring  the  listing  of  ingredients 
in  the  rule. 

As  discussed  in  the  preamble  to  the 
1995  proposed  rule,  cigarettes  and 
smokeless  tobacco  are  subject  to  various 
pre-existing  requirements  in  the  statute 
and  the  regiilations.  The  preamble 
stated  that  such  “regulations  include  the 
general  labeling  requirements  for 
devices  at  part  801  (21  CFR  part  801) 
(excluding  §801.62)”  (60  FR  41314  at 
41352).  The  parenthetical  reference  was 
a  tjrpographical  error  because  the  1995 
proposed  rule  would  have  exempted 
such  products  from  §  8Ci.61,  not 
§  801.62  (60  FR  41314  at  41342).  Section 
801.62  states  the  requirements  for 
“Declaration  of  net  quantity  of 
contents.”  This  provision  requires  that 
the  label  of  an  over-the-coimter  device 
bear  a  declaration  of  the  net  quantity 
and  weight  of  the  contents,  e.g.,  “20 
cigarettes.”  The  agency  fully  expects 
manufacturers  to  comply  with  this 
provision  and,  as  discussed  below,  also 
expects  manufacturers  to  comply  with 
§801.61. 

D.  Labeling  for  Intended  Use 

(5)  The  agency  received  comments 
suggesting  that  FDA  require  intended 
use  information  on  the  package  label  of 
cigarettes  and  smokeless  tobacco. 
Proposed  §  801.61(d)  would  have 
exempted  cigarettes  and  smokeless 
tobacco  horn  the  statement  of  identity 
and  labeling  for  intended  use 
requirements  of  §  801.61.  The  comments 
stated  that  such  information  informs  the 
public  about  the  product’s  intended  use. 
One  comment  supported  proposed 
§  801.61(d). 

Based  on  the  comments  received,  the 
agency  has  reconsidered  the  matter  and 
concluded  that  it  is  appropriate  to 
require  that  this  information  appear  on 
the  label.  Consequently,  the  agency  has 
deleted  §  801.61(d)  from  the  final  rule. 

All  over-the-counter  devices  are 
required  to  comply  with  §  801.61  and 
beu  the  “common  name  of  the  device 
followed  by  an  accurate  statement  of  the 
principal  intended  action(s)  of  the 
device”  on  the  principal  display  panel 
of  the  package.  (See  §  801.61.)  As  over- 
the-counter  devices,  cigarettes  and 
smokeless  tobacco  are  legally  required 
to  comply  with  this  provision. 

In  the  1995  proposed  rule,  the  agency 
proposed  to  exempt  these  products 
because  “section  801.61  stems,  in  part, 
horn  the  Fair  Packaging  and  Labelhag 
Act  (FPLA),  and  [tjobacco  products  are 
exempt  fix)m  the  statute’s  requirements” 
(60  FR  41314  at  41342).  Further 
evaluation  revealed  that  the 


requirements  in  §  801.61  are  also  based 
on  FDA  labeling  authorities  including, 
but  not  limited  to,  section  502(a),  (c), 

(e),  (f),  and  (q)  of  the  act,  and  not  the 
FPLA. 

Furthermore,  section  1460  of  the 
FPLA  contains  “Savings  provisions”  (15 
U.S.C.  1460).  The  provisions  state  that 
“Nothing  contain^  in  this  Act  [15 
U.S.C  1451  et.  seq.]  shall  be  construed 
to  repeal,  invalidate,  or  supersede 

*  *  *(b)  the  Federal  Food,  Drug,  and 
Cosmetic  Act  [21  U.S.C.  301  et.  seq.] 

*  *  Thus,  because  FDA’s  assertion 
of  jurisdiction  over  these  products  is 
imder  its  statutory  authority  under  the 
act.  emy  conflict  between  the  two 
statutes  shall  be  resolved  in  favor  of  the 
act.  (See  Jones  v.  Rath  Packing,  430  U.S. 
519  (1977).)  Consequently,  section  1459 
of  the  FPLA,  which  removes  tobacco 
fix)m  the  definition  of  “consumer 
commodity,”  and  thus,  removes  it  from 
jurisdiction  under  the  FPLA,  is 
superseded  by  FDA’s  coverage  of  these 
products  under  the  act. 

As  stated  in  the  preamble  to  the  1995 
proposed  rule,  manufacturers  of 
cigarette  and  smokeless  tobacco  are 
expected  to  comply  with  the  general 
lal^ling  requirements  in  part  801  (60  FR 
41314  at  41352).  For  purposes  of 
§  801.61,  the  “common  name  of  the 
device”  is  the  established  name  as  set 
forth  in  §  897.24. 

To  more  accurately  reflect  the 
permitted  intended  use  of  these 
products,  the  agency  has  modified  the 
statement  of  intended  use  set  forth  in 
the  proposal.  'The  agency  proposed  that 
the  intended  use  of  these  products  be 
described  as  a  “nicotine  delivery 
device.”  Under  this  rule,  these  products 
may  be  intended  for  use  only  by  persons 
18  years  of  age  and  older.  Thus,  a  more 
accurate  statement  of  the  permitted 
intended  use  of  these  products  is 
“Nicotine  Delivery  Device  For  Persons 
18  or  Older.” 

Further  authority  for  this  requirement 
stems  firom  section  520(e)(2)  of  the  act 
(21  U.S.C.  360j(e)(2).  TUs  provision 
states  that:  “The  label  of  a  restricted 
device  shall  bear  such  appropriate 
statements  of  the  restrictions  required 
by  a  regulation  imder  paragraph  (1)  as 
the  Secretary  may  in  such  regulation 
prescribe.”  The  statement  of  intended 
use,  in  essence,  incorporates  the 
statement  of  one  of  the  principal 
restrictions  FDA  is  imposing  on  these 
products. 

Accordingly,  a  provision  has  been 
added  to  §  897.25  that  codifies  this 
intended  use  statement  and  statement  of 
restrictions  for  purposes  of  §  801.61. 


E.  Adequate  Directions  for  Use  and 
Warning  Against  Use  (Section  502(f)  of 
the  act) 

(6)  A  few  cormnents  stated  that  FDA 
failed  to  discuss  or  provide  for  adequate 
directions  for  use,  as  required  in  se^on 
502(f)  of  the  act.  The  comments  stated 
that  FDA’s  silence  on  this  issue  is  a  tacit 
acknowledgment  that  the  agency  cannot 
have  jurisdiction  over  these  products 
because  adequate  directions  for  use 
carmot  bo  prepared  for  them. 

The  agency  disagrees  with  these 
comments.  It  does  not  logically  follow 
that  because  the  agency  was  silent  on 
this  issue,  it  does  not  have  jurisdiction 
over  tobacco  products.  In  fact,  in  the 
preamble  to  the  1995  proposed  rule,  the 
agency  cited  one  of  the  authorities  for 
the  labeling  requirements  for  these 
products  as  section  502  of  the  act. 

According  to  section  502(f)  of  the  act, 
a  device  shall  be  deemed  misbranded: 

Unless  its  labeling  bears  (1)  adequate 
directions  for  use;  and  (2)  such  adequate 
warnings  against  use  in  those  pathological 
conditions  or  by  children  where  its  use  may 
be  dangerous  to  health,  or  against  unsafe 
dosage  or  methods  or  duration  of 
administration  or  application,  in  such 
manner  and  form,  as  are  necessary  for  the 
protection  of  users,  except  that  where  any 
requirement  of  clause  (1)  of  this  paragraph, 
as  applied  to  any  drug  or  device,  is  not 
necessary  for  the  protection  of  the  public 
health,  the  Secret^  shall  promulgate 
regulations  exempting  such  drug  or  device 
from  such  requirement. 

For  devices,  “adequate  directions  for 
use”  means  “directions  under  which  the 
layman  can  use  a  device  safely  and  for 
the  purp>oses  for  which  it  is  intended” 

(§  801.5).  These  regulations  outline  the 
type  of  information  which,  if  missing, 
may  lead  to  a  product  being  deemed  to 
be  misbranded.  Such  information 
includes  conditions,  purposes,  and  uses 
for  which  the  device  is  intended; 
quantity  of  dose;  frequency,  duration, 
time,  route  or  method  of  administration; 
or  preparation  for  use  (§  801.5). 

'The  agency  acknowledges  that  it  is 
very  difficult  to  establish  adequate 
directions  for  use  for  cigarettes  and 
smokeless  tobacco,  primarily  because  of 
the  inherent  nature  of  the  products, 
their  addictiveness,  the  numerous 
hazards  associated  with  their  use,  and 
because  the  behavior  of  each  user  (e.g., 
the  depth  of  inhalation,  the  duration  of 
puff,  whether  the  filter  holes  are 
covered,  and  length  of  time  in  mouth) 
determines  the  amount  of  tar  and 
nicotine  delivered  to  the  user  from  the 
device. 

Section  502(f)  of  the  act  provides  for 
an  exemption  for  adequate  directions  for 
use  if  they  are  “not  necessary  for  the 
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protection  of  the  public  health.”  For 
example,  the  agency  has  established 
exemptions  from  adequate  directions  for 
use  where  adequate  directions  for 
common  uses  of  certain  devices  are 
known  to  the  ordinary  individual.  (See 
§  801.116.)  Tobacco  products  have  a 
very  long  history  of  use  in  this  country, 
and  they  are  one  of  the  most  readily 
available  consumer  products  on  the 
market  today.  Consequently,  the  way  in 
which  these  products  are  used  is 
common  knowledge.  FDA  believes  that 
the  public  health  would  not  be 
advanced  by  requiring  adequate 
directions  for  use.  Accordingly,  the 
agency  has  added  a  provision  to  the 
final  rule  exempting  cigarette  and 
smokeless  tobacco  finm  the  requirement 
of  having  adequate  directions  for  use. 
Section  801.126,  states,  “Cigarette  and 
smokeless  tobacco  as  defin^  in  pa^ 

897  of  this  chapter  are  exempt  from 
section  502(f)(1)  of  the  Federal,  Food, 
Drug,  and  Cosmetic  Act.” 

The  agency  has  considered  the 
requirement  in  section  502(f)(2)  of  the 
act  that  the  labeling  of  a  medical  device 
must  provide  “adequate  warnings 
against  use  *  *  *  by  children  where  its 
use  may  be  dangerous  to  health.”  In  the 
agency’s  view,  the  warnings  mandated 
by  the  Qgarette  Act  (15  U.S.C.  1333) 
and  the  Smokeless  Act  (15  U.S.C.  4402) 
satisfy  this  requirement.  Additionally, 
the  Smgeon  General’s  warnings  provide 
information  warning  against  use  in 
persons  with  certain  conditions,  i.e., 
pregnant  women.  Consequently, 
cigarettes  and  smokeless  tobacco  are  not 
exempt  from  the  statutory  requirements 
imder  section  502(f)(2)  of  the  act. 

F.  Package  Inserts 

(7)  Several  comments  stated  that  FDA 
should  require  cigarette  and  smokeless 
tobacco  packages  to  contain  package 
inserts  t^t  contain  health  information 
and  information  about  the  chemicals 
added  to  cigarettes  and  smokeless 
tobacco.  One  comment  stated  that  FDA 
has  statutory  authority  to  require 
package  inserts  imder  sections  502(a) 
and  (q)  and  520(e)  of  the  act.  Another 
comment  stated  that  the  agency  is  not 
preempted  from  requiring  pad^ge 
inserts  because  sections.  1334(a)  and 
4406  of  the  Cigarette  Act  and  the 
Smokeless  Act,  respectively,  preempt 
statements  related  to  health  “on  any 
package,”  not  in  any  package. 

FDA  agrees  with  the  comments  that  it 
has  statutory  authority  under  the  act  to 
require  package  inserts  for  these 
products.  Under  section  502(a)  of  the 
act,  a  device  is  misbranded  if  its 
labeling  is  false  or  misleading  in  any 


particiilar.  Section  201  of  the  act  (21 
U.S.C.  321),  the  “Definitions”  section  of 
the  act,  describes  the  concept  of 
“misleading”  in  the  context  of  labeling 
and  advertising.  Section  201  (n)  of  the 
act  explicitly  provides  that,  in 
determining  whether  the  labeling  of  a 
device  is  misleading,  there  shall  be 
taken  into  accovmt  not  only 
representations  or  suggestions  made  in 
the  labeling,  but  also  the  extent  to 
which  the  labeling  fails  to  reveal  facts 
that  are  material  in  light  of  such 
representations  or  material  with  respect 
to  the  consequences  that  may  result 
from  use  of  the  device  imder  the 
conditions  for  use  stated  in  the  labeling 
or  under  customary  or  usual  conditions 
of  use. 

These  statutory  provisions,  combined 
with  section  701(a)  of  the  act  (21  U.S.C. 
371(a)),  authorize  FDA  to  issue  a 
regulation  designed  to  ensure  that 
persons  using  a  medical  device  will 
receive  information  that  is  material  with 
respect  to  the  consequences  that  may 
result  from  use  of  the  device  under  its 
labeled  conditions.  In  the  prescription 
drug  context,  this  interpretation  of  the 
act  and  the  agency’s  authority  to  require 
patient  labeling  for  prescription  drug 
products  have  been  upheld.  (See 
Pharmaceutical  Manufacturers  Assn.  v. 
FDA.  484  F.Supp.  1179  (D.  Del.  1980) 
affd  per  curiam,  634  F.2d  106  (3rd  Cir. 
1980).) 

Additionally,  on  several  occasions, 
the  agency  has  required  patient  package 
inserts  for  devices,  and  has  specified 
either  the  express  language  for  the 
patient  package  insert  or  the  type  of 
information  to  be  included  in  the 
patient  package  insert.  These  devices 
include  hearing  aids  (§  801.420), 
intrauterine  devices  (§801.427),  and 
menstrual  tampons  (§  801.430). 

The  agency  also  agrees  with  the 
comment  that  it  is  not  prohibited  from 
requiring  patient  package  inserts  due  to 
the  preemption  clauses  in  the  Cigarette 
Act  and  the  Smokeless  Act.  Each  of  the 
clauses  in  these  statutes  specifically 
prohibits  requirements  that  statements 
relating  to  smoking  and  health  be  placed 
on  the  package.  Package  inserts,  by 
nature,  are  typically  found  in  the 
package. 

Although  the  agency  believes  that 
package  inserts  for  these  products  are 
authorized  under  the  act  and  would 
provide  useful  information  to  users, 
further  evaluation  would  be  needed  to 
determine  what  specific  information  a 
package  insert  would  contain. 

Therefore,  the  agency  is  not  requiring 
them  as  part  of  this  rule. 


VI.  Advertising 

A.  Subpart  D — Restrictions  on 
Advertising  and  Labeling  of  Tobacco 
Products 

Subpart  D  in  part  897  contains  the 
restrictions  for  advertising  and  labeling 
of  cigarettes  and  smokeless  tobacco. 
Subpart  D  of  part  897  in  the  Food  and 
Drug  Administration’s  (FDA’s)  August 
11, 1995,  proposed  rule  (60  FR  41314) 
(the  1995  proposed  rule)  provoked  some 
of  the  strongest  and  most  passionate 
comments  from  both  supporters  and 
opponents  of  the  propos^  restrictions. 
Many  comments  from  the  tobacco 
industry,  the  advertising  industry, 
public  interest  groups,  and  individuals 
exprefjsed  major  concerns  about  the 
legality,  constitutionality,  and  wisdom 
of  the  advertising  restrictions  in  general 
and  about  the  imderlyii^  support  for 
individual  sections  of  the  1995 
proposed  rule.  Comments  from  the 
largest  organization  of  psychologists  in 
the  world,  public  interest  and  health 
groups,  individual  advertisers,  and 
individuals  expressed  strong  support  for 
the  legality  and  constitutionality  of  the 
propo^,  provided  information 
supporting  various  provisions  of  the 
proposal,  and  emphasized  the  necessity 
for  comprehensive  advertising 
regulations. 

The  purpose  of  the  advertising 
regulations  is  to  decrease  young 
people’s  use  of  tobacco  products  by 
ensuring  that  the  restrictions  on  access 
are  not  imdermined  by  the  product 
appeal  that  advertising  for  these 
products  creates  for  young  people.  (See 
Central  Hudson  Gas  and  Electric  Corp. 
V.  Public  Serv.  Comm’n  of  N.Y.,  447 
U.S.  557,  569  (1980).)  Proposed  subpart 
D  of  part  897  included  a  range  of 
restrictions  that  attempted  to  preserve 
the  informational  components  of 
advertising  and  labeling  which  can 
provide  useful  product  information  for 
adult  smokers,  while  eliminating  the 
imagery  and  color  that  make  advertising 
appealing  and  compelling  to  children 
and  adolescents  under  18  years  of  age. 

Briefly,  the  1995  proposed  rule 
included  four  provisions.  Section 
897.30  would  have  defined  those  media 
in  which  labeling  and  advertising  for 
cigarettes  or  smokeless  tobacco  may 
appear.  In  addition,  it  would  prohibit 
outdoor  advertising  within  1,000  feet  of 
elementary  and  secondary  schools  and 
playgroimds.  Proposed  §  897.32  would 
limit  all  advertising  to  black  text  on  a 
white  backgroimd.  Advertising  in  any 
publication  that  is  read  primarily  by 
adults  would  be  permitted  to  continue 
to  use  imagery  and  color.  Further,  all 
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cigarette  and  smokeless  tobacco  product 
advertisements  would  be  required  to 
include  the  product’s  established  name 
and  intended  use,  e.g.,  “Cigarettes — 
Nicotine  Delivery  Device,”  and  cigarette 
advertisements  would  be  required  to 
include  a  brief  statement,  such  as 
“About  one  out  of  three  kids  who 
become  smokers  will  die  firom  their 
smoking.”  Proposed  §  897.34  would 
prohibit  the  sale  and  distribution  of 
nontobacco  items,  contests  and  games  of 
chance,  and  sponsored  events  using  any 
indicia  of  product  identification  (e.g., 
brand  name,  logo,  recognizable  pattern 
of  color).  Finally,  proposed  §  897.36 
outlined  those  conditions  under  which 
the  agency  would  find  the  advertising  or 
labeling  of  any  cigarette  or  smokeless 
tobacco  product  to  be  false  or 
misleading. 

In  response  to  comments  filed,  FDA 
has  modified  the  proposed  regulations. 
Briefly,  some  of  the  more  substantive 
changes  include:  The  definition  of 
adult-oriented  publications  remains 
imchanged,  but  the  preamble  makes 
clear  that  the  responsibility  will  be 
assigned  specifically  to  the 
manufacturer,  distributor,  or  retailer  of 
tobacco  products  that  wishes  to  place 
advertisements  to  gather  and  retain 
competent  and  reliable  evidence  that 
the  readership  of  the  publication  meets 
the  criteria  for  an  adiUt-oriented 
publication.  Moreover,  unrestricted 
advertising,  i.e.,  with  color  and  imagery, 
may  be  displayed  at  facilities  described 
in  §  897.16(c)(2)(ii)  that  may  sell  tobacco 
from  vending  machines  and  self-service 
provided  that  the  advertising,  e.g., 
posters  and  signs,  must  be  displayed  so 
that  they  are  not  visible  fit)m  outside  the 
facility  and  are  affixed  to  a  wall  or 
fixture  in  the  facility. 

The  revised  intended  use  statement  is 
“Nicotine  Delivery  Device  for  Persons 
18  or  Older,”  and  the  agency  will  not 
require  a  brief  statement  other  than  the 
Surgeon  General’s  warnings. 

As  provided  in  the  1995  proposed 
rule,  die  final  rule  states  that  any  event 
sponsored  by  a  manufacturer, 
distributor,  or  retailer  of  tobacco 
products  is  to  be  sponsored  only  in  the 
corporate  name.  Teams  and  entries  also 
may  be  sponsored  but  only  in  the 
corporate  name.  The  regulation  includes 
a  ban  on  all  brand-identified  nontobacco 
items,  including  those  transactions 
based  upon  proofs-of-purchase. 
However,  the  proposed  ban  on  contests 
and  games  has  be^  deleted.  Finally,  the 
'  agency  has  decided  to  delete  the 
definition  of  false  or  misleading 
advertising  and  labeling  from  this  final 
rule  because  it  is  duplicative  and 


unnecessary  in  light  of  the  underlying 
requirements  in  sections  201(n),  502(a), 
and  502(q)  (21  U  S.C.  321(n),  352(a),  and 
352(q))  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (the  act). 

Section  VI.B.  of  this  document 
provides  a  general  discussion  of  the 
rationale  for  including  significant 
advertising  restrictions  in  the  final 
regulation,  including  a  discussion  in 
response  to  comments  concerning  the 
theory  of  advertising  and  the 
importance  of  color  and  imagery  to 
advertising’s  appeal,  especially  for 
yoimg  people.  ITiis  section  also 
provides  a  discussion  of  the  effects  of 
advertising  on  young  people,  including 
expert  opinion  and  reseai^  evidence 
provided  by  the  American  Psychological 
Association. 

Section  VI.C.  of  this  document 
provides  responses  to  questions  raised 
about  the  constitutionality  of  the 
regulations.  Section  VI.D.  of  this 
document  includes  a  discussion  of  the 
evidence  that  cdgeu^ttes  and  smokeless 
tobacco  advertising  plays  a  direct  and 
material  role  in  yovmg  people’s 
decisions  to  purchase  and  use  these 
products.  This  part  also  explains  why 
restricting  tobacco  advertising  will 
advance  the  Federal  Government’s 
interest  in  preventing  the  use  of  tobacco 
products  by  young  people,  and  provides 
responses  to  comments  about  the 
evidence.  Finally,  section  VI.E.  of  this 
document  responds  to  comments 
concerning  the  factual  evidence 
provided  by  FDA  in  support  of  its 
proposed  regulation  in  a  section-by¬ 
section  format,  as  well  as  to  comments 
claiming  that  each  of  these  sections  was 
not  narrowly  tailored  to  minimize  the 
burden  on  commercial  speech. 

B.  The  Need  for  Advertising  Restrictions 

In  the  preamble  to  the  proposed  1995 
rule,  FDA  tentatively  asserted  that  a 
preponderance  of  the  quantitative  and 
qualitative  studies  of  cigarette 
advertising  suggested:  (1)  A  causal 


'‘For  the  purposes  of  section  VI.  of  this 
document,  the  agency  will  refer  to  advertising  and 
labeling  merely  as  “advertising.”  As  the  agency 
pointed  out  in  the  preamble  to  the  1995  proposed 
rule,  advertising  and  labeling  often  perform  the 
same  function:  to  convey  information  about  the 
product;  to  promote  consumer  awareness,  interest, 
and  desire;  to  change  or  shape  consumer  attitudes 
and  images  about  the  product;  and/or  to  promote 
good  will  for  the  product  (60  FR  41314  at  41328). 
Moreover,  most  court  cases  involving  advertising  do 
not  distinguish  between  the  forms  of  advertising 
that  FDA  calls  labeling  and  those  referred  to  as 
advertising.  When  there  is  a  need  to  distinguish 
between  the  two  forms  of  promotion,  for  example, 
when  labeling  and  advertising  are  subject  to 
different  statutory  requirements,  this  document  will 
make  clear  what  is  being  discussed. 


relationship  between  tobacco 
advertising  and  tobacco  use  by  young 
people,  and  (2)  a  positive  effect  of 
stringent  advertising  measiues  on 
srool^g  rates  and  on  youth  tobacco  use. 
In  arriving  at  this  tentative  finding,  FDA 
relied  heavily  on  the  National  Academy 
of  Sciences  Institute  of  Medicine’s 
(lOM’s)  Report  entitled  Growing  Up 
Tobacco  Free,  Preventing  Nicotine 
Addiction  in  Children  and  Youths, 
Washington,  DC  1994  (the  lOM  Report) 
and  the  Department  of  Health  and 
Human  Services’  (DHHS’)  Center  for 
Disease  Control  and  Prevention’s 
(CDC’s)  Report  entitled  Preventing 
Tobacco  Use  Among  Young  People,  A 
Report  of  the  Surgeon  General  (1994) 
(1994  SCR).  Both  indicated  that 
advertising  was  an  important  factor  in 
young  people’s  tobacco  use,  and  that 
restrictions  on  advertising  must  be  part 
of  any  meaningful  approach  to  reducing 
smolf^g  and  smokeless  tobacco  use 
among  yoimg  people.  In  addition,  FDA 
was  careful  to  note  that  industry 
statements  and  actions  and  examples  of 
youth  oriented  advertising  and 
marketing  campaigns  lent  support  to  the 
agency’s  findings. 

FDA’s  review  and  consideration  of  the 
conunents  received  has  led  the  agency 
to  conclude  that  advertising  plays  a 
material  role  in  the  decision  by  those 
under  18  to  use  tobacco  products. 

1.  Advertising  and  Young  People 

(1)  Comments  from  the  tobacco 
industry  argued  that  FDA  had  simply 
assumed  that  young  people  found 
cigarette  and  smokeless  tobacco 
advertising  to  be  appealing,  and  that 
there  was  no  empirical  evidence  of  how 
young  people  actually  perceived  the 
imagery  displayed  in  cigarette  and 
smokeless  tobacco  advertisements.  The 
comments  argued  that  the  research  cited 
by  the  agency  relates  primarily  to  the 
role  of  imagery  in  brand  choice 
decisions.  In  addition,  several 
comments  disputed  FDA’s  evidence  that 
young  people  are  particularly 
vulnerable  to  image-oriented 
advertisements.  To  respond  to  these 
comments,  it  is  necessary  to  describe 
the  function  of  advertising  and  how  it 
affects  young  people. 

a.  Function  of  advertising.  Advertisers 
use  a  mix  of  advertising  and 
promotional  vehicles  to  call  attention  to 
the  product  they  are  selling — ^to  describe 
its  properties,  to  convey  its  superiority 
over  o&er  products,  and  in  some  cases 
to  give  it  an  allure  above  and  beyond  the 
qu^ties  of  the  product  itself.  (A  red 
convertible  can  be  a  mode  of 
transportation;  it  can  also  tell  people  a 
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lot  about  who  you  are,  or  who  you  think 
you  are  or  want  to  be.) 

Advertising  creates  a  matrix  of 
attributes  for  a  product  or  product 
category  and  beliefe  about  the  product 
and  its  possessor.  It  can  serve  to  convey 
images  that  are  recalled  later  when  an 
event  prompts  the  consumer  to  think 
about  a  purdiase.  Consumers,  as  a 
general  rule,  overestimate  the  effect  that 
advertising  has  on  the  market  in  general, 
but  they  routinely  imderestimate  its 
effect  upon  them  and  their  own 
purchasing  choices. 

As  discussed  in  sections  VI.B.l.b.  and 
VI.B.1.C.  of  this  document,  advertising 
that  is  diverse,  image-laden,  and 
colorful  can  be  particularly  effective  in 
attracting  attention  in  a  cluttered 
advertising  environment.  Further, 
advertising  that  is  repeated  frequently 
and  in  as  many  different  media  as 
possible  is  most  likely  to  ensure  that  its 
message  is  received  by  the  maximum 
number  of  consumers.  This  trend 
toward  the  use  of  many  media  in  a 
coordinated  effort  to  commimicate  an 
advertising  message  supports  the  need 
for  a  comprehensive  approach  to 
mitigating  the  effects  of  tobacco 
advertising. 

Every  presentation  can  add  to  and 
build  upon  the  imagery  and  appeal 
created  for  a  product  category  or  a 
particular  brand.  Print  advertising, 
direct  mail,  and  outdoor  advertising 
help  to  create  an  image  of  the  brand 
(and  sometimes  an  image  of  the  brand’s 
user)  and  provide  information  about 
price,  taste,  relative  safety,  and  product 
developments  for  current  or  prospective 
users.  William  Campbell,  Chief 
Executive  Officer  of  Philip  Morris, 
explained  the  importance  of  linldng  the 
brand  imagery  in  various  media  in 
relationship  to  the  success  in  marketing 
its  Marlboro  product: 

[W]e’ve  managed  to  take  what  was 
originally  tunnel  vision  advertising  and 
positioning  *  *  *  into  every  kind  of  avenue 
*  *  *.  For  example,  our  auto  racing  activities 
are  just  another  way  to  express  the  Marlboro 
positioning.  Some  would  say  the  Marlboro 
Cup  is  di^rent  from  Marlboro  Country,  but 
it  is  absolutely  consistent  ^ 
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The  use  of  many  different  media  is 
also  important  in  advertising  directed  to 
children.  An  example  of  a  successful 
multimedia  approach  directed  to 
children  is  the  cigarette  smoldng 
prevention  program  conducted  by  Flyim 
et  al.,  in  Vermont,  New  York,  and 
Montana,  and  cited  in  the  prramble  to 
the  1995  proposed  rule.  This  effort 
combined  school  cigarette  smoking 
prevention  programs  with  a  mass  media 
intervention  featuring  more  than  50 
different  television  and  radio  spots  over 
a  4-year  period.  Some  communities 
received  the  school  cigarette  smoking 
prevention  programs  alone,  and  others 
received  the  school  program  in 
combination  with  the  mass  media 
intervention.  By  the  final  year  of  the 
program,  students  exposed  to  both 
school  and  mass  mecUa  interventions 
were  35  percent  less  likely  to  have 
smoked  during  the  past  week  than 
students  exposed  offiy  to  the  school 
program.  Further,  this  preventive  effect 
persisted  for  at  least  2  years  following 
the  completion  of  the  program.  ®i  The 
researchers  attributed  the  effectiveness 
of  their  program  in  part  to  the  fact  that 
their  intervention  used  a  wide  variety  of 
messages  and  message  styles  over  a 
significant  period  of  time. 

Thus,  all  madia  collectively  along 
with  the  amount  of  exposure  time  to 
young  people,  can  increase  the 
effectiveness  of  the  advertiser’s  message. 
For  example,  billboards  near  schools  or 
playgrounds  expose  children  to 
imavoidable  advertising  messages  for  a 
more  prolonged  period  of  time  than 
billboards  they  pass  on  the  highway. 
Further,  sponsored  events  that  typically 
last  for  2  to  3  hours  ensure  that  those 
attending  the  event  or  viewing  it  at 
home  on  television  are  expos^  for  a 
sustained  period  of  time. 

b.  Color  contributes.  Color  is  an 
important  component  of  advertising.  It 
can  be  used  to  promote  a  ‘Teeling”  and 
a  message — blue  is  cool,  red  is  hot, 
green  is  menthol.  Studies  have  shown 
that  four-color  advertisements 
significantly  increase  attention  and 
recall  relative  to  two  color  or  black-  and 
white-  advertisements.  ®2  Moreover,  the 

■"Flynn,  B.  S.,  J.  K.  Worden,  R.  H.  Seeker-Walker, 
G.  J.  Badger,  B.  M.  Geller,  and  M.  C  Coatanza, 
“Prevention  of  Cigarette  Smoking  Through  Mass 
Media  Intervention-and  School  Programs,” 
American  Journal  of  Public  Health,  vol.  82,  pp. 
827-834, 1992. 

*7  Flynn,  B.  S..  J.  K.  Worden,  R.  H.  Seeker-Walker, 
P.  L  Pirie,  G.  J.  Badger,  and  B.  M.  Geller,  “Mass 
Media  Interventions  for  and  School  Interventions 
for  Cigarette  Smoking  Prevention:  Effects  Two  Years 
After  Completion,”  American  Journal  of  Public 
Health,  yoL  84,  pp.  1148-1150, 1994. 

■■Hanssens,  D.,  and  B.  Weitz,  "The  Effectiveness 
of  Industrial  Print  Advertisements  Across  Product 


importance  of  color  in  advertising 
becomes  more  salient  when  it  is 
considered  that  most  consumer  behavior 
occurs  in  conditions  of  “low 
involvement.*’  **  Low  involvement 
conditions  are  those  that  occur  when  a 
reader  sldms  a  magazine  advertisement 
rather  than  carefully  searching  for  an 
advertisement  for  information  about 
price,  taste,  relative  “safety’’  of  the 
product,  or  product  improvement. 

A  recent  article  in  The  European  ®* 
described  the  importance  of  color: 

(S]ecuiiDg  a  brand  colour  is  more 
important  than  ever,  particularly  for 
companies  chasing  a  youth  market.  The  main 
reason  is  the  increasing  use  of  fast  and 
furious  graphics  in  advertising  and  marketing 
communications  generally.  “This  makes 
owning  a  colour  more  and  more  impentant 
You  can  keep  changing  the  graphics,  but  the 
colour  remaiiu  constant  in  the  consumer’s 
mind.”  Owning  a  colour  also  helps  when 
sponsoring  a  sports  event,  for  instance,  “All 
Pepsi  now  has  to  do  is  put  up  lots  of  blue,” 
said  Brant  “ 

c.  The  importance  of  imagery. 

Imagery  also  enhances  the  abiUty  of 
advertising  to  communicate  more 
quickly  in  low  involvement  situations 
and  in  quick  exposure  contexts. 

Pictorial  information  is  remembered 
much  better  than  verbal  information,  as 
pictures  perform  a  function  of 
“organizing”  the  qualities  of  the  product 
as  depicted  with  an  image.  Generally,  as 
the  pictures  or  images  in  an 
advertisement  increase  (both  in  number 
and  the  proportion  of  the  advertisement 
occupied  by  the  image),  the 
advertisement  is  more  likely  to  be 
recognized,  and  the  brand  name  more 
likely  to  be  remembered.  In  most  cases, 
pictorial  or  image  advertising  is  a  more 
robust  and  flexible  conununications 
medium  and  can  be  xised  to 
communicate  with  the  functionally 
illiterate  or  the  yoimg  person  in  a 
hurry.®® 

Categories,”  Journal  of  Marketing  Research,  vol.  17, 
pp.  294-306, 1980. 

*■  Macinnis,  D.  J.,  and  L.  L.  Price,  “The  Role  of 
Imagery  in  Infmmation  Processing:  Review  and 
Extensions,”  Journal  of  Consumer  Research,  vol.  13, 
pp.  473-491, 1987. 

■*  Short,  D.,  “The  Colour  of  Money,”  The 
European,  p.  21,  April  10, 1996. 

■■/d.  Brant  was  commenting  on  Pepsi’s  decision 
to  change  its  brand  color  to  blue. 

■"Lutz,  K.  A.,  and  R.  J.  Lutz,  “Effsets  of 
Interactive  Imagery  on  Learning:  Applicatioiu  to 
Advertising."  Journal  of  Applied  Psychology,  vol. 
62,  pp.  493-498, 1977;  Hendon,  D.  W.,  “How . 
Mechanical  Fa^rs  Affect  Ad  Perception,”  Journal 
of  Advertising  Research,  vol.  13,  pp.  39-45, 1973; 
See  also  Holbrook,  M.  B.,  and  D.  R.  Lehmatm, 

“Form  Versus  Content  in  Predicting  Starch  Scores,” 
Journal  of  Advertising  Research,  vol.  20,  pp.  53-62, 
1980;  Twedt,  D.  W..  “A  Multiple  Factor  Analysis  of 
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An  executive  from  Griffin  Bacal,  one 
of  the  largest  advertising  agencies  in 
New  York,  explained  how  visual 
imagery  scored  with  young  people: 

Pictures  sell.  Visuals  count  *  *  *  even 
those  visuals  that  seemingly  have  nothing  to 
do  with  the  product  sale.  *  *  *  [including 
locations,  sets,  props,  wardrobe,  colors, 
numbers,  sexes  and  ages  of  people  in  the  ads] 

*  *  *  Kids  want  to  be  like  each  other.  Group 
acceptance,  and  living  the  life  of  the  gang,  is 
critical.  *  *  *  Similarly,  kids  define 
themselves  by  the  product  choices  they  make 
and  share.  Be  sure  your  advertising  makes 
the  “world"  accessible  and  “invites"  the 
viewer  to  join. 

Evidence  from  social  psychology  and 
marketing  research  shows  image-based 
advertising,  such  as  that  employed  by 
the  cigarett)!i  and  smokeless  tobacco 
industry,  is  particularly  effective  with 
young  peop  le,  and  that  the  information 
conveyed  by  imagery  is  likely  to  be 
more  signif  cant  to  young  people  than 
informatior  conveyed  by  other  means  in 
the  advertisement. 

According  to  the  “elaboration- 
likelihood  model  of  persuasion," 
persuasive  communications,  such  as 
advertisemimts,  can  persuade  people 
either:  (1)  By  the  “central  route,”  or  (2) 
by  the  “per  pheral  route.”  ®*  The  central 
route  refers  to  the  process  by  which  a 
person  reads  the  messages  or 
informatior  contained  in  the 
advertisemo'nt  and  thinks  carefully 
about  it  and  is  influenced  by  the 
strength  of :  ts  argiunents.  The 
peripheral  loute  is  a  process  in  which 
individuals  particularly  young  people, 
are  more  lik  ely  to  pay  attention  and  be 
persuaded  by  peripheral  cues  such  as 
attractive  mi^els,  color  and  scenery, 
which  are  uxuelated  to  the  primary  parts 
of  the  message.  Therefore,  a  yoimg 
person,  or  anyone  who  is  unmotivated 
or  imable  to  carefully  consider  the 
arguments  in  a  message,  is  likely  to  be 
persuaded  via  the  peripheral  route. 

In  markets  where  most  brands  in  a 
product  cattsgory  are  similar  (as  is  the 
case  with  cigarettes  and  smokeless 
tobacco  products),  most  advertising 
provides  litde,  if  any,  new  information. 
Thus,  peripheral  cues  (such  as  color  and 
imagery)  td::e  on  added  significance. 
Moreover,  aiccording  to  the  model,  for 
children,  the  motivation  and  ability  to 
“elabmate”  upon  the  arguments  (pay 


Advertising  Reidership,”  Journal  of  Applied 
Ptychology,  vo  ..  36,  pp.  207-215, 1952. 

■^Kuiiiit  P.,  '*10  Tips  From  the  Top  Agency-Exec 
Explains  How  OifBn  Bacal  Scores  with  Kids,” 
Advertising  Age  Supplement,  pp.  19-20,  February 
10, 1992. 

■■Patty,  R.  E.,  and  J.  T.  Cacioppo,  Communication 
and  Peauasiot :  Central  and  Peripheml  Routes  to 
Attitude  Change,  Springer-Verlag,  New  York.  p.  3, 
1986. 


attention  to  and  think  about  the  factual 
information)  contained  in  cigarette  and 
smokeless  tobacco  advertising  are 
relatively  low,  making  yoimg  people 
more  susceptible  to  i^uence  from 
peripheral  cues  such  as  color  and 
imagery. 

Finally,  according  to  the  comment 
from  the  nation’s  largest  psychological 
association,  children  gener^y  have  less 
information-processing  ability  than 
adults,  and  they  are  less  able  or  less 
willing  to  pay  attention  to  the  factual 
information  in  the  advertisements.  This 
comment  stated  that  because  any 
possible  negative  health  consequences 
associated  with  using  tobacco  products 
are  relatively  far  in  the  fuUire  for  them, 
children  are  less  motivated  than  adults 
to  carefully  consider  information  such 
as  tar  and  nicotine  content  or  the 
Surgeon  General’s  warnings,  which  are 
contained  in  cigarette  and  smokeless 
tobacco  advertising.  Thus,  the  comment 
concludes,  color  and  imagery  in 
advertisements  are  important 
components  for  yoimg  people. 

A  communications  researcher  who 
provided  comments  on  FDA’s  1995 
proposed  rule  for  the  consolidated 
comment  of  the  cigarette  industry 
asserted  that  the  elaboration  likelihood 
model  was  relevant  to  the  way  children 
respond  to  tobacco  advertising,  but  took 
a  somewhat  different  view  than  that 
expressed  above.  Specifically,  the 
comment  stated  that  children  are  most 
likely  to  use  the  central  route  when  they 
are  ego-involved  in  the  subject  of 
persuasion,  and  that  “ego-involvement 
generally  comes  from  those  subjects 
which  are  salient  to  the  groups  with 
which  one  is  aligned  -  e.g.  peers.” 
However,  the  comment  also  stated  that 
because  children  would  have  no  real 
experiences  surrounding  the  initiation 
of  cigarette  smoking,  they  would  be 
likely  to  engage  in  peripheral 
processing,  and  would  rely  on  credible 
sources,  such  as  peers.  'The  comment 
contended. 

The  reason  the  elaboration  likelihood 
model  is  relevant  here  is  that  the  decision  to 
begin  smoking  cigarettes  does  not  come  out 
of  a  set  of  fixed  or  habituated  experiences 
personal  to  the  decision  maker.  For  that 
reason  this  decision  is  likely  to  be  one  on 
which  a  person  is  particularly  susceptible  to 
the  influence  of  others,  and  therefore  source 
credibility  becomes  key.  [Emphasis  added). 

The  agency  is  not  convinced  by  the 
comment.  Tffis  explanation  does  not 
address  children’s  responses  to  tobacco 


■■See  also,  Huang,  D.  P.,  D.  Burton,  R  LHowe, 
and  D.  M.  Sosln,  “Black-White  Differences  in 
Appeal  of  Cigarette  Advertisements  Among 
Adolescents,”  Tobacco  Control,  vol.  1,  pp.  249-255, 
1992. 


advertisements — ^it  essentially  assumes 
that  children  are  influenced  by 
advertising  only  insofar  as  it  is  filtered 
through  the  experience  of  their  peers. 
'Diis  reasoning  is  both  circular  and 
illogical.  However,  the  agency  does 
concur  with  the  comment’s  view  that 
children  typically  process  tobacco 
advertising  via  the  peripheral  route,  that 
children  are  particularly  susceptible  to 
the  influence  of  others  regarding  the 
decision  to  start  smoking  or  to  use 
smokeless  tobacco,  and  that  perceived 
source  credibility  plays  an  important 
role.  FDA  maintains  ^t  the  “source”  of 
the  persuasive  message  in  tobacco 
advertising  is  frequently  conveyed  by 
the  imagery  presented  in  the 
advertisement.  The  same  comment 
expressed  this  sentiment,  stating 
“[s]ince  the  media  consumer  often  does 
not  know  the  writer  or  broadcaster 
personally,  the  consumer  or  receiver 
may  attribute  source  credibility  to  the 
meffia  themselves.”  To  the  extent  that 
characters  featured  in  tobacco 
advertising,  such  as  Joe  Camel,  the 
Marlboro  Man  or  the  attractive  models 
or  race  car  heroes  typically  portrayed  in 
such  advertising  appear  credible  and 
appealing,  they  are  perceived  as 
credible  sources,  and  could  influence 
children  regarding  the  decision  to 
smoke  or  to  use  smokeless  tobacco 
products. 

2.  Advertising  and  Adults 

(2)  Several  comments  firom  the 
tobacco  industry  and  the  advertising 
industry  stated  that  cigsuette  and 
smokeless  tobacco  advertising  plays  an 
important  economic  role  in  tobacco 
marketing.  A  comment  fr’om  the  tobacco 
industry  stated  that  FDA  proposed 
restrictions  would:  (1)  Substantially 
impair  advertising  of  tobacco  to  adults; 
(2)  deprive  adults  of  useful  information 
about  products  and  services  such  as 
availability,  price,  and  quality;  (3) 
reduce  the  incentive  and  ability  to 
market  improved  products;  and  (4) 
deprive  adult  smokers  of  the  benefits  of 
competition  to  provide  a  broad  range  of 
choices  and  to  assure  that  tobacco 
products  are  provided  at  the  lowest 
possible  cost.  Consequently,  the 
comment  said  that  the  1995  proposed 
rule  would  have  a  far  greater  adverse 
impact  on  advertising  to  adults  than  on 
advertising  seen  by  young  people. 

One  comment  from  an  advertising 
agency  argued  that  restrictions  on  the 
advertising  of  tobacco  products  would 
“significantly  erode  the  progress  made 
over  the  past  15  years  in  increasing  the 
quantity  and  variety  of  information 
readily  available  to  the  public.”  'This 
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progress,  the  comment  reiterated,  has 
benefited  and  continues  to  benefit  the 
public. 

Further,  several  comments  argued  that 
unfettered  advertising  is  consistent  with 
our  Nation’s  belief  in  providing  the 
broadest  possible  range  of  information 
to  individuals,  so  that  they  can  exercise 
informed  judgment  in  their  daily  lives. 
For  these  reasons,  the  comment  stated, 
further  restrictions  on  the  advertising  of 
legal  products  woiild  not  be  in  the 
public  interest  and  should  be  opposed. 

FDA  recognizes,  as  these  comments 
maintained,  that  imagery  and  color 
make  advertising  appealbag  to  adults,  as 
well  as  to  children,  and  that  advertisers 
consistently  use  these  elements  to  make 
advertisements  compelling  and 
attention  getting.  Moreover,  removal  of 
color  and  imagery  will  make 
advertising’s  role  in  presentmg 
information  to  adults  more  difficult. 
However,  as  stated  more  fully  in  the 
preamble  to  the  1995  proposed  rule, 

FDA  has  attempted  to  tailor  its 
advertising  restrictions  as  narrowly  as 
possible  consistent  with  its  purpose  of 
reducing  young  people’s  attraction  to 
and  use  of  tobacco.  Thus,  rather  than 
banning  all  advertising,  the  proposed 
regulations  retain  the  informational 
function  of  advertising  by  permitting 
text-only  advertising  while  removing 
color  and  imagery  from  those 
advertisements  to  which  ymmg  people 
are  unavoidably  exposed. 

FDA  does  not  beUeve  that  these 
restrictions  should  dramatically 
increase  search  costs  for  adult  smokers 
and  smokeless  tobacco  users  who  are 
actively  looking  for  information  on  price 
and  new  product  innovations.  Text-only 
advertising  requires  a  high  involvement 
on  the  part  of  the  consumer  but  cxm 
realistically  be  expected  to  provide 
sufficient  information  to  carry  the 
message  and  also  provide  sufficient 
appeal  to  attract  evurent  smokers  and 
smokeless  tobacco  users.  Some 
advertising  for  low-tar  products  relies 
on  text-only  or  text  with  few  pictures. 

If  the  information  about  pr^uct  type 
is  important  and  desired  by  adult 
tobacco  users,  it  can  and  will  be 
provided  by  text-only  advertisements  if 
the  indiistry  desires  to  make  the 
information  available.  As  noted  above, 
advertising  for  low-tar  cigarettes  is 
generally  high-involvement  advertising 
at  the  present  and  therefore  can  be 
expected  to  survive  in  a  text-only 
environment.  Nonetheless,  the  agency 
recognizes  that  it  may  be  more  difficult 
for  advertising,  without  imagery  and 
color,  to  attract  the  attention  of  current 
tobacco  users.  However,  the  agency  has 


decided  that  the  public  health  benefits 
of  reducing  advertising’s  ability  to 
create  appeal  for  yoimg  people  greatly 
outwei^is  the  tolracco  companies’ 
interest  in  imrestricted  advertising  to 
adults. 

The  positiem  ugued  by  these 
comments  is  essentially  that  industry 
has  the  right  to  communicate  freely  with 
its  intended  audience  regardless  of  the 
impact  its  advertising  has  on  the  illegal 
and  vulnerable  audience  of  children  and 
adolescents.  Other  comments  counter 
this  comment  asserting  that  it  is  the 
Government’s  obligation  to  protect 
children  because  of  their  special 
vulnerabilities,  their  lack  of  experience 
and  knowledge,  and  their  limited  ability 
to  make  appropriate  decisions  regarding 
behavior  ffiat  will  have  lifelong  health 
consequences.  FDA  believes  its 
obligation  with  respect  to  tobacco 
products  is  to  safeguard  the  health  and 
safety  of  young  people  to  ensure  that 
they  do  not  be^  a  potentially  lifelong 
addiction  to  products  that  cause  so 
much  disease  and  prematrire  death. 

C.  The  Regulations  Under  the  First 
Amendment 

1.  Introduction 

Under  section  520(e)  of  the  act  (21 
U.S.C.  360j(e)),  FDA  included  a  number 
of  proposed  conditions  in  the  1995 
proposed  rule  on  how  cigarettes  and 
smokeless  tobacco  could  be  advertised 
as  part  of  its  proposed  restrictions  on 
the  sale  of  these  products.  The  agency 
tentatively  found  that  these  conditions 
are  necessary  to  reduce  the  advertising’s 
ability  to  create  demand  for  these 
products — ^that  is,  the  desire  to  purchase 
them — among  children  and  adolescents 
imder  18,  for  whom  these  products  are 
not  safe  (60  FR  41314  at  41350).  In 
addition,  FDA  tentatively  found  that  it 
was  necessary  to  include  an  industry- 
financed  education  program  among 
these  conditions. 

In  proposing  these  measures,  FDA 
recognized  that  they  would  have  to  pass 
muster  vmder  the  protections  of 
commimication  extended  by  the  First 
Amendment  to  the  United  States 
Constitution,  in  particular,  imder  the 
protections  extended  to  commercial 
speech  (60  FR  41314  at  41353).  Before 
addressing  the  commercial  speech 
analysis,  however,  this  section  responds 
to  several  comments  which  registered 
more  fundamental  complaints  under  the 
First  Amendment  about  FDA’s  proposed 
approach. 

(3)  Several  comments,  which  were 
from  the  tobacco  and  advertising 
industries,  found  in  statements  made  by 
FDA  evidence*  of  an  intent  not  merely  to 


protect  the  health  of  young  persons  but 
to  “delegitimize”  lawful  adult  conduct, 
to  engage  in  “viewpoint 
discrimination,’’  and  to  run 
“roughshod”  over  the  rights  of  cigarette 
and  smokeless  tobacco  companies.  One 
comment  said  that  it  is  outside  the 
realm  of  permissible  exercise  of 
governmental  power  to  suppress  speech 
for  the  purpose  of  instilling  values  that 
the  Federal  Government  believes  are 
appropriate.  This  comment  also  said 
that  the  purpose  of  FDA’s  rulemaking  is 
to  eliminate  speech  that  conflicts  wiffi 
Government  messages  on  smoking  and 
health.  The  comment  noted  that  FDA’s 
goal  is  to  bring  about  the  demise  of 
smoking  as  a  social  custom.  However,  a 
comment  from  a  consiuner  group 
disagreed,  saying  instead  that  FDA’s 
1995  propos^  rule  was  limited  to 
covering  only  those  activities  designed 
to  promote  the  sale  of  the  product  to 
young  people  and  thus  covered  only 
commerci^  speech. 

FDA  has  carefully  considered  these 
comments  and  has  taken  the  concerns 
that  they  expressed  into  accoimt  as  it 
developed  this  final  rule.  The  agency 
recognizes  that  its  authority  is  limit^ 
by  the  act  and  the  Constitution.  Thus,  it 
has  scrutinized  each  of  the  conditions 
on  advertising  that  it  proposed  in  light 
of  whether  the  condition  advances  ffie 
purposes  of  section  520(e)  of  the  act  or 
some  other  section  of  the  act,  and 
whether  the  condition  is  consistent  with 
the  First  Amendment. 

FDA’s  primary  concern  is  the  public 
health.  Because  of  the  potentiality  for 
harmful  effects  on  individuals  under  18 
from  use  of  cigarettes  and  smokeless 
tobacco,  FDA  is  adopting  restrictions  on 
advertising  among  other  restrictions  on 
the  sale,  distribution,  and  use  of  these 
products.  These  restrictions  will  mean 
that  it  should  be  more  difficult  to  sell 
these  products  to  people  imder  age  18, 
who  currently  purchase  these  pr^ucts 
in  significant  numbers. 

The  agency  acknowledges  that  insofor 
as  these  restrictions  help  reduce  the  sale 
of  tobacco  products  to  young  people,  the 
restrictions  will  have  an  adverse  efiect 
on  the  cigarette  and  smokeless  tobacco 
companies.  However,  this  fact  does  not 
mean  that  FDA  is  trying  to  bring  about 
the  demise  of  the  tobacco  industry.  The 
restrictions  that  FDA  is  adopting  have 
been  tailored  to  help  reduce  tobacco 
advertising’s  ability  to  create  an 
underage  market  for  these  products, 
while  leaving  open  ample  avenues  for 
cigarette  and  smokeless  tobacco 
companies  to  commimicate  to  current 
users  18  years  of  age  or  older  about  their 
products.  As  explained  in  detail  in 
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section  VI.E.  of  this  document,  this  is  all 
that  the  First  Amendment  requires. 

(4)  Several  comments  argu^  that,  in 
the  1995  preposed  rule,  FDA  had 
understated  the  protection  that 
commercial  sp^ach  is  afforded  under 
the  First  An  endment.  These  comments 
pointed  out  that  advertisers  and 
consiuners  have  powerful  First 
Amendmem  rights  to  send  and  receive 
commercial  messages.  To  support  this 
point,  one  comment  pointed  out  that  the 
Supreme  Court  has  recognized  that  the 
free  flow  of  commercial  information  is 
“indispensable  to  proper  allocation  of 
resources  in  a  free  enterprise  system.” 
(See  Virginia  State  Bd.  of  Pharmacy  v. 
Virginia  Citizen’s  Consumer  Council, 
Inc.,  425  U.S.  748,  765  (1976).)  The 
comment  also  pointed  out  that  the  Coiut 
went  on  to  say  that  a  “particular 
consumer’s  interest  in  the  free  flow  of 
commercial  information  *  *  *  may  be  as 
keen,  if  not  keener  by  far,  than  his 
interest  in  the  day’s  most  urgent 
political  debate”  [Id.  at  763). 

Another  comment,  however,  citing 
Ohralik  v.  Ohio  State  BarAss’n.,  436 
U.S.  447  (1978),  stated  that  there  are 
dangers  inherent  in  a  free-for-all 
marketplace,  and  that,  at  times,  vigilant 
Government  action  is  needed  to  protect 
the  public  frem  false,  deceptive,  or 
overbearing  sales  campaigns. 

In  addition  to  the  conunents,  the 
agency  has  considered  the  Supreme 
Court’s  recent  decision  in  44 
Liquormart,  Inc.  v.  Rhode  Island,  116 
S.Ct,  1495  (1996),  which  was  handed 
down  after  the  rulemaking  record  was 
closed.  The  Court  ruled  imanimously 
that  Rhode  Island’s  ban  on  all 
dissemination  of  price  advertising  for 
alcoholic  beverages  was  violative  of  the 
First  Amendment.  No  rationale  for  this 
judgment  commanded  a  majority  of  the 
Court,  however.  Nonetheless,  FDA 
considered  each  part  of  the  principal 
opinion,  as  well  as  the  concurring 
opinions,  in  arriving  at  the  decisions 
that  are  set  forth  in  this  final  rule. 

FDA  in  no  way  imderestimates  the 
protection  extended  to  conunercial 
speech  by  the  First  Amendment.  FDA 
recognizes  the  important  societal 
interests  served  by  this  type  of  speech 
and  has  given  full  consideration  to  those 
interests  in  developing  this  final  rule. 
Nonetheless,  it  is  also  true,  as  the 
agency  stated  in  the  1995  proposed  rule' 
(60  FR  41314  at  41353  to  41354),  that 
the  measure  of  protection  that 
commercial  speech  receives  is 
commensurate  with  its  subordinate 
position  in  the  scale  of  First 
Amendment  values,  and  it  is  subject  to 
modes  of  regulation  that  might  be 


impermissible  in  the  realm  of 
noncommercial  expression.  (See  Florida 
Barv.  Went  For  It,  Inc.,  115  S.Q.  2371, 
2375  (1995).) 

However,  in  44  Liquormart,  Inc.,  three 
Justices  stated: 

(wlhen  a  State  entirely  prohibits  the 
dissemination  of  truthful,  nonmisleading 
commercial  messages  for  reasons  unrelated  to 
the  preservation  of  a  fair  bargaining  process, 
there  is  far  less  reason  to  depart  from  the 
rigorous  review  that  the  First  Amendment 
generally  demands. 

(116  S.Ct.  at  1507) 

'This  statement  has  no  application  to 
the  restrictions  that  FDA  is  imposing  for 
two  reasons.  First,  FDA  is  not  entirely 
prohibiting  the  dissemination  of 
commerci^  messages  about  cigarettes 
and  smokeless  tobacco.  As  explained  in 
section  VI.E.  of  this  document,  it  is 
adopting  carefully  tailored  restrictions 
on  the  time,  place,  and  maimer  in  which 
such  messages  may  be  conveyed  so  that 
they  are  not  used  to  imdermine  the 
restrictions  on  access  by  minors. 

Second,  the  restrictions  are  related  to 
the  bargaining  process.  As  explained  in 
section  n.C.3.  of  this  document  in  the 
discussion  of  section  520(e)  of  the  act, 
the  access  restrictions,  and  the 
concomitant  restrictions  on  promotion 
of  these  products,  derive  from  the  fact 
that,  at  least  as  a  matter  of  law,  minors 
are  not  competent  to  use  these  products. 

“'The  protection  available  for 
particular  commercial  expression  turns 
on  the  nature  both  of  the  expression  and 
of  the  governmental  interests  served  by 
its  regulation.”  (See  Central  Hudson, 

447  U.S.  at  563.)  FDA  has  weighed  these 
factors  in  deciding  what  restrictions  on 
cigarette  and  smokeless  tobacco 
advertising  can  appropriately  be 
included  in  this  final  rule. 

2.  The  Central  Hudson  Test 

The  comments  were  imanimous  in 
agreeing  that  any  restrictions  the  agency 
adopts  on  commercial  speech  will  be 
assessed  imder  the  test  first  articulated 
by  the  Supreme  Court  in  Central 
Hudson,  447  U.S.  at  563-64.  'This  test 
was  originally  set  out  as  a  four-step 
analysis  in  Central  Hudson;  however,  in 
one  recent  case,  Florida  Bar  v.  Went  For 
It,  Inc.,  the  Supreme  Court  described  the 
test  as  having  three  prongs  after  a 
preliminary  determination  is  made, 
although  the  matters  to  be  considered 
remain  unchanged: 

Under  Central  Hudson,  the  government 
may  freely  regulate  commercid  speech  that 
concerns  unlawful  activity  or  is  misleading* 

*  *.  Commercial  speech  that  falls  into  neither 
of  these  categories,  *  *  *  may  be  regulated 
if  the  government  satisfies  a  test  consisting  of 
three  related  prongs:  first,  the  government 


must  assert  a  substantial  interest  in  support 
of  its  regulation;  second,  the  government 
must  demonstrate  that  the  restriction  on 
commercial  speech  directly  and  materially 
advances  that  interest;  and  third,  the 
regulation  must  be  “narrowly  drawn”  *  *  *. 
(115  S.Ct.  at  2376  (citations  omitted)) 

FDA  explained  in  the  preamble  to  the 
1995  proposed  rule  why  the  restrictions 
on  advertising  that  it  was  proposing  met 
each  requirement  of  the  Cental  Hudson 
test  (60  FR  41314  at  41354  and  41356). 
The  agency  received  a  number  of 
comments  on  its  analysis — ^mostly  from 
the  tobacco  industry,  newspaper  or 
magazine  associations,  and  advertisers. 
These  comments  argued  that  FDA’s 
proposed  restrictions  failed  under  one 
or  more  elements  of  the  Central  Hudson 
test.  'The  agency  also  received  comments 
from  a  public  interest  group,  which  has 
the  protection  of  commercial  speech  as 
one  of  its  interests,  and  frnm  a  coalition 
of  major  national  health  organizations. 
Both  of  these  comments  argued  that,  in 
virtually  all  respects,  FDA’s  proposed 
restrictions  satisfy  the  Centred  Hudson 
test. 

In  the  sections  that  follow,  for  each  of 
the  restrictions  on  advertising  that  the 
agency  proposed,  FDA  will  analyze  the 
case  law  that  elucidates  the  appUcable 
standard,  the  information  presented  in 
comments,  and  all  other  available 
evidence  and  decide  whether  that 
standard  is  met.  However,  before  the 
agency  does  so,  it  must  first  consider  the 
preliminary  inquiry  under  Went  For  It 
and  decide  whether  the  First 
Amendment  provides  any  protection  to 
the  advertising  that  is  restricted  by  this 
final  rule. 

3.  Is  Cigarette  and  Smokeless  Tobacco 
Advertising  Misleading,  or  Does  It 
Relate  to  Unlawful  Activity? 

As  stated  earlier,  the  preliminary 
inquiry  imder  the  Went  for  It  case  is 
whether  the  commercial  speech  is 
misleading  or  relates  to  unlawful 
activity.  FDA  did  not  specifically 
address  this  aspect  of  the  Central 
Hudson  analysis  in  its  proposal  (60  FR 
41314  at  41354).  Nonetheless,  several 
comments  did. 

Many  of  the  comments  asserted  that 
the  targeted  speech  concerns  lawful 
conduct,  and  that,  therefore,  this  aspect 
of  the  Central  Hudson  analysis  is 
satisfied.  One  comment  noted  FDA’s 
silence  on  this  matter  and  said  that 
there  is  thus  no  suggestion  that  cigarette 
advertisements  propose  an  illegal 
transaction  or  urge  youths  to  begin 
smoking  before  it  is  lawful  for  them  to 
do  so. 

Some  comments  argued,  however, 
that  cigarette  and  smokeless  tobacco 
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advertising  is  not  entitled  to  First 
Amendment  protection  because  it  is 
misleading,  and  it  concerns  unlawful 
activity,  lliese  comments  pointed  out 
that  it  is  imlawful  in  all  50  States  to  sell 
tobacco  products  to  children  imder  the 
age  of  18.  The  comments  said  the 
evidence  that  FDA  assembled  in  its 
1995  proposal  suggested  that 
manufactmers  of  tobacco  products  are 
aware  that  their  advertising  campaigns 
induce  minors  to  experiment  with 
tobacco  products  (citing  60  FR  41314  at 
41330-41331),  and  that  much  of  the 
promotional  efforts  of  the  tobacco 
indtistry  are  geared  toward  an  illegal 
end — ^inducing  minors  to  try  to  break 
the  law  by  obtaining  cigarettes  and 
smokeless  tobacco  ffiat  may  not  legally 
be  sold  or  otherwise  provided  to  them. 

The  comments  also  argued  that 
governmental  entities  are  entitled  to 
broad  discretion  when  regulating  the 
promotion  of  legal  products  or  activities 
that  pose  dangers  to  society  (citing,  e.g.. 
United  States  v.  Edge  Broadcasting  Co., 
509  U.S.  418  (1993)).  The  comments 
argued  that  cigarette  advertising  is 
designed  to  persuade  minors  that  any 
concerns  about  health  hazards  are 
misplaced  or  overstated,  and  that  their 
peers  are  having  fun  because  they 
smoke. 

Ck)ntrary  positions  were  taken  by 
several  comments.  One  argued  that  the 
fact  that  the  sale  of  tobacco  to  minors  is 
illegal  under  State  law  does  not  remove 
the  constitutional  protection  for 
advertising  to  adults  an  otherwise 
lawful  product  (citing  Dunagin  v.  City  of 
Oxford,  718  F.2d  738,  743  (5th  Cir. 

1983)  (en  banc),  cert,  denied,  467  U.S. 
1259  (1984).)  A  second  comment  dted 
the  conclusion  of  a  respected  researcher 
that:  “the  suggestion  that  advertising 
messages  are  somehow  working 
subliminally  to  twist  children’s  minds 
before  they  are  old  enough  to  know 
better  is  a  complete  invention,  for  which 
there  is  no  evidence  whatever’’  (citing 
McDonald,  C.,  “Children,  Smoking  and 
Advertising:  What  Does  the  Research 
Really  Tell  Us?,’’  12  International 
Journal  Of  Advertising  286  (1993)). 

These  comments  also  argued  that  given 
the  warnings  that  must  appear  in  all 
tobacco  advertising,  it  could  not  be 
maintained  that  tobacco  advertising  is 
misleading. 

FDA  has  carefully  considered  these 
comments.  They  raise  the  fundamental 
question  of  whether  tobacco  advertising 
is  protected  by  the  First  Amendment. 
This  question  cannot  be  disposed  of 
based  simply  on  the  question  of  whether 
such  advertising  explicitly  urges  yoimg 
people  to  begin  piudiasing  or  using 


tobacco  products  before  it  is  lawful  for 
them  to  do  so. 

'The  Supreme  Court  has  repeatedly 
said  that  commercial  speech  “related 
to’’  unlawful  activity  is  not  entitled  to 
First  Amendment  protection.  (See  44 
Uquormart,  Inc.,  116  S.Ct.  at  1505  n.7 
(“  By  contrast,  the  First  Amendment 
does  not  protect  commercial  speech 
about  vmlawful  activities.’’);  Florida  Bar 
V.  Went  For  It,  115  S.Ct.  2376  (“Under 
Central  Hudson,  the  government  may 
freely  regulate  commercial  speech  that 
concerns  unlawful  activity  or  is 
misleading’’);  Bolgerv.  Youngs  Drug 
Products  Corp.,  463  U.S.  60,  69  (1983) 
(“The  State  may  also  prohibit 
commercial  speech  related  to  illegal 
behavior.’’);  Central  Hudson,  447  U.S.  at 
563-564  (“The  government  may  ban  *  * 

*  commercial  speech  related  to  illegal 
activity.’’  (citations  omitted)).)  Tobacco 
advertising  is  “related  to  illegal 
activity’’  in  two  significant  respects  and 
thus,  in  fact,  might  not  be  protected 
speech. 

First,  tobacco  ads,  at  least  as  a  legal 
matter,  propose  a  commercial 
transaction  (see  Virginia  State  Bd.  of 
Pharmacy  V.  Virginia  Citizens  Consumer 
Council,  Inc.,  425  U.S.  748,  762  (1976); 
Pittsburgh  Press  Co.  v.  Human  Relations 
Com‘n,  413  U.S.  376,  389  (1973)),  that 
is,  to  sell  cigarettes  and  smokeless 
tobacco.  In  proposing  these  transactions, 
the  advertisers  do  not  differentiate 
between  adult  and  minor  purchasers. 
Because  sales  to  minors  are  unlawful  in 
every  State,  the  undifferentiated  offer 
to  sell  constitutes,  at  least  in  part,  an 
imlawful  offer  to  sell.  At  the  very  least, 
these  advertisements  are  clearly 
perceived  by  minors  as  offers  or 
inducements  to  buy  and  use  these 
products.  Millions  of  American  children 
and  adolescents  act  on  these  perceived 
offers.  It  is  estimated  that  each  year 
children  and  adolescents  consume 
between  516  million  and  947  million 
cigarette  packages  and  26  million 
containers  of  smokeless  tobacco  (60  FR 
41314  at  41315).  Thus,  in  a  practical 
sense,  cigarette  and  smokeless  tobacco 
advertising  is  proposing  transactions 
that  are  illegal  (see  Virginia  State  Board 
of  Pharmacy  V.  Virginia  Citizens 
Council.  Inc.,  425  U.S.  at  772),  whether 


^  As  explained  more  fully  below,  FDA  finds 
unpersuasive  the  quote  bom  McDonald  because  it 
does  not  address  the  means  by  which  cigarette  and 
smokeless  tobacco  product  advertising  influences 
minors’  decisions  on  whether  to  purchase  and  use 
these  products.  Therefore,  the  agency  turns  to  the 
legal  issue  raised  by  the  comments. 

“State  Laws  on  Tobacco  Control — United 
States,  1995,”  Moibidity  and  Mortality  Weekly 
Report  (MMWR),  CDC,  DHHS,  vol.  44,  No.  ss-6,  pp. 
16-17,  November  3, 1995. 


or  not  that  is  the  advertiser’s  intent.  As 
such,  the  protections  of  the  First 
Amendment  might  not  attach  to  such 
advertising  because  it  proposes  an 
illegal  transaction.  (See  Pittsburgh  Press 
Co.,  413  U.S.  at  389;  Zaudererv.  Office 
of  Disciplinary  Counsel,  471  U.S.  626 
638  (1985)  (“'Ihe  States  and  the  Federal 
Government  are  fr^  to  prevent  the 
dissemination  of  commercial  speech 
that  is  false,  deceptive,  or  misleading,  * 

*  or  that  proposes  an  illegal 
transaction  •  *  *”  (citations  omitted)).) 

Second,  even  if  it  is  assumed, 
arguendo,  that  cigarette  and  smokeless 
tobacco  ads  are  not,  for  constitutional 
purposes,  literal  offers  to  sell  to  minors, 
they  nonetheless  are  “related  to’’  an 
unlawful  activity.  Whether  it  is  the 
advertiser’s  intent  or  not,  as  explained 
in  sections  VI.D.3.  through  VI.D.6.  of 
this  preamble,  cigarette  and  smokeless 
tobacco  advertising  has  a  powerful 
appeal  to  children  and  adolescents 
under  the  age  of  18  and  through  this 
appeal,  by  means  of  the  image  that  it 
projects,  it  has  an  effect  on  a  young 
person’s  decision  to  use,  and  thus  to 
attempt  to  purchase,  tobacco  products. 
Yet,  as  stated  above,  sale  of  tobacco 
products  to  minors  is  unlawful  in  all  50 
States,  and  the  piirchase,  possession,  or 
use  of  tobacco  products  by  minors  is 
unlawful  in  a  majority  of  States.®^  Thus, 
the  appeal  of  tobacco  advertising  to 
minors  is  such  that  this  type  of 
advertising  can  appropriately  be  viewed 
as  encouraging,  and  thus  being  “related 
to’’,  illegal  activity.  As  a  result,  it  is 
arguable  that,  without  more,  FDA  would 
be  able  to  freely  restrict  such 
advertising. 

Nevertheless,  the  advertising  also 
relates  to  lawful  activity — the  sale  of 
tobacco  products  to  adults. 
Consequently,  FDA  may  not  have 
unlimited  discretion  to  regulate  tobacco 
advertising.  (See  Dunagin  v.  City  of 
Oxford,  718  F.2d  at  743.)  At  the  very 
least,  however,  FDA  should  be  afforded 
discretion  to  do  what  it  has  tried  to  do 
in  these  regulations;  that  is,  to 
distinguish  advertising  that  “relates  to’’ 
commercial  activity  that,  in  substantial 
respects,  is  imlawfril,  the  sale  of  tobacco 
prr^ucts  to  children,  from  advertising 
that  does  not. 

Significantly,  the  Supreme  Court  was 
confuted  with  a  situation  similar  to 
this  in  United  States  v.  Edge 
Broadcasting.  In  Edge,  the  Supreme 
Court  upheld  a  Federal  statute  that 
prohibited  advertising  that  “related  to’’ 
unlawful  activity  (broadcast  of  lottery 
advertising  by  a  broadcaster  licensed  to 
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a  State  that  does  not  allow  lotteries),  but 
not  advertising  that  did  not  relate  to 
unlawful  activity  (broadcasting  of 
lottery  advertising  by  a  broadcaster 
licensed  to  a  State  t^t  allowed  a 
lottery.) 

Edge  was  recently  cited  with  approval 
by  the  plurality  opinion  in  44 
Liquormart  Inc.,  116  S.Q.  at  1511. 
justice  Stevens  (joined  by  Justices 
Thomas,  Kennedy,  and  Ginsburg) 
reasoned  that  the  statute  in  Edge  “was 
designed  to  regulate  advertising  about 
an  activity  that  had  been  deemed  illegal 
in  the  jurisdiction  in  which  the 
broadcaster  was  located.”  He  contrasted 
the  statute  in  Edge  to  the  statute  in  44 
Uquormart  whi^  “targets  information 
about  entirely  lawful  behavior”  (/d.). 
Thus,  the  Supreme  Coirrt  has 
countenanced  distinctions  in  how 
speech  is  regulated  that  are  based  on 
whether  the  underlying  conduct  to 
which  the  speech  relates  is  entirely 
lawful  or  not.  That  is  exactly  the  type 
of  distinction  that  FDA  is  drawing  here. 

Thus,  a  credible  argument  can  be 
made  that  advertising  of  cigarettes  and 
smokeless  tobacco,  at  least  to  the  extent 
that  it  is  related  to  sale  of  these  products 
to  children  under  18,  is  not  speech 
protected  by  the  First  Amencbhent,  and 
thus  that  the  regulations  that  FDA  is 
adopting  restricting  such  advertising  are 
subject  only  to  review  imder  an 
arbitrary  or  capricious  standard.  (See 
Florida  Barv.  Went  For  it,  Inc.,  115  S.Ct. 
at  2376.).However,  FDA  is  not  rel)ring 
solely  on  this  analysis.  Alternatively, 
FDA  has  assumed  that  a  Central  Hudson 
test,  such  as  that  applied  in  Edge — for 
products  that  relate  to  both  law^^  and 
unlawful  transactions — ^would  be 
appropriate  here.  Therefore,  a  full 
analysis  of  these  restrictions  under 
Central  Hudson  follows. 

Before  proceeding  to  the  Central 
Hudson  analysis  and  considering  the 
comments  that  bear  on  it,  FDA  wants  to 
emphasize  that,  even  if  the  First 
Amendment  applies  ta  tobacco 
advertising,  the  restrictions  that  the 
agency  is  adopting  have  very  limited 
impact  on  those  attributes  of 
commercial  speech  that  are  protected  by 
the  First  Amendment.  In  44  Liquormart, 
Inc.,  a  plurality  of  the  Supreme  Court 
reemphasized  that  commercial  speech  is 
protected  solely  because  of  the 
informational  value: 

Advertising,  however  tasteless  and 
excessive  it  sometimes  may  seem,  is 
nonetheless  dissemination  of  information  as 
to  who  is  producing  and  selling  what 
product,  for  what  reason,  and  at  what  price. 
So  long  as  we  preserve  a  predominantly  hee 
enterprise  economy,  the  location  of  our 
resources  in  large  measure  will  he  made 


through  numerous  private  economic 
decisions.  It  is  a  matter  of  public  interest  that 
those  decisions,  in  the  aggregate,  be' 
mtelligent  and  well  informed.  To  this  end, 
the  frra  flow  of  commercial  information  is 
indispensable. 

116  S.Ct.  at  1505  (emphasis  added), 
quoting  Virginia  Board  of  Pharmacy  v. 
Virginia  Citizens  Consumer  Council. 

Tlie  restrictions  that  FDA  is  adopting 
have  virtually  no  effect  on  the  core 
informational  function  of  commercial 
speech  as  described  in  44  Liquormart, 
Inc.  and  Virginia  Board  of  Pharmacy. 
Except  for  billboards  within  1,000  feet 
of  schools  and  playgrotmds,  which,  as 
explained  below,  present  special 
drcumstances,  FDA  is  not  restricting 
the  ability  of  a  manufocturer, 
distributor,  or  retailer  to  inform  the 
public  about  what  they  are  selling,  why 
they  are  selling  it,  or  the  price  of  their 
products  or,  for  that  matter,  about  the 
characteristics  of  their  products  or  about 
any  other  aspect  of  what  they  sell. 

FDA’s  concerns  are  about  the  ability  of 
manufacturers  to  use  images,  color,  and 
peripheral  presentations  (such  as 
sponsorship)  in  their  advertising  and 
promotion  of  their  products  to  create 
particular  appeal  for  children  and 
adolescents  imder  18.  Thus.  FDA  has 
designed  the  restrictions  that  it  is 
adopting  to  ensure  that  advilts  can 
continue  to  be  informed  by  the 
information  in  tobacco  advertising 
while  restricting  the  noninformative 
aspects  of  advertising  that  appeal  to 
children  and  adolescents  imder  the  age 
of  18.  The  agency  will  explain  how  it 
has  achieved  this  end  in  the  discussion 
that  follows. 

4.  Is  the  Asserted  Government  Interest 
Substantial? 

Assuming  that  the  Central  Hudson 
test  applies,  “(tjhe  State  must  assert  a 
substantial  interest  to  be  achieved  by 
restrictions  on  commercial  speech.” 
(See  Central  Hudson,  447  U.S.  at  584.) 
In  the  1995  proposed  rule,  FDA  stated 
that  this  prong  of  the  Central  Hudson 
test  was  satisfied  because  the  proposed 
regulations  serve  the  substantial 
Government  interest  of  protecting  the 
public  health.  FDA  stat^  that  the 
advertising  restrictions  will  help  to 
reduce  the  use  of  cigarettes  and 
smokeless  tobacco  by  those  who  are 
“the  most  vulnerable  to  addiction  and, 
perhaps,  the  least  capable  of  deciding 
whether  to  use  the  products.  Decreased 
use  of  these  products  will  reduce  the 
risk  of  tobacco-related  illnesses  and 
deaths”  (60  FR  41314  at  41354). 

Most  of  the  comments  that  FDA 
received  on  this  issue,  even  some  from 
those  who  otherwise  opposed  the 


agency’s  proposed  restrictions,  agreed 
with  ^e  agency  that  it  has  a  substantial 
interest  in  protecting  the  health  of 
individuals  under  18  years  of  age. 

(5)  'Two  comments,  however,  said  that 
the  interest  asserted  by  FDA  is 
insufficient  to  justify  ^e  proposed 
restrictions  on  spee^.  One  of  those 
comments  said  that  smoking  is  a  legal 
and  widespread  activity,  and  that  there 
is  no  congressional  policy  against 
smoking.  One  comment  said  that  while 
the  Government  has  a  substantial 
interest  in  ensuring  that  tobacco 
products  are  used  by  adults  only,  FDA 
is  not  empowered  to  protect  that 
interest. 

FDA  strongly  disagrees  with  the  latter 
comments,  '^e  Government’s  interest  in 
the  public  health,  and  particularly  in 
the  well-being  of  minors,  is  well- 
established.  (See  Action  for  Children’s 
Television  v.  FCC,  58  F.3d  654,  661 
(D.C.  Cir.  1995)  and  60  FR  41314  at 
41354.)  In  fact,  the  Supreme  Court  has 
found  that  there  is  a  compelling,  not 
merely  a  substantial,  interest  in 
protecting  the  physical  and 
psychological  well-being  of  children. 
New  York  v.  Ferber,  458  U.S.  747,  756- 
57  (1982),  and  that  the  Government’s 
interest  in  the  well-being  of  youth  and 
in  parents’  claim  to  authority  in  their 
own  household  can  justify  the 
regulation  of  otherwise  protected 
expression,  FCC  v.  Pacifica  Foundation, 
438  U.S.  726,  749  (1978).  (See  also 
Denver  Area  Educational 
Telecommunications  Consortium  v. 

FCC,  64  U.S.L.W.  4706  (in  press)  (June 
28. 1996).) 

As  the  agency  has  explained  in 
section  n.B.  and  in  the  1996 
Jurisdictional  Determination  annexed 
hereto,  cigarettes  and  smokeless  tobacco 
are  drug  delivery  devices  that  are 
subject  to  regulation  as  devices  under 
the  act.  Their  use  by  children  and 
adolescents  under  18  presents  serious 
risk  to  the  health  of  this  segment  of  the 
population.  For  example,  studies  show 
that  the  age  one  begins  smoking 
influences  the  amount  of  smoking  one 
will  engage  in  as  an  adult  and  will 
ultimately  influence  the  smoker’s  risk  of 
tobacco  related  morbidity  and  mortality 
(60  FR  41314  at  41317).  In  addition,  the 
risk  of  oral  cancer  increases  with 
increased  exposure  to  smokeless 
tobacco  products  (60  FR  41314  at 
41319).  Thus,  the  health  of  children  and 
adolescents  is  related  to  their  use  of 
cigarettes  and  smokeless  tobacco. 

FDA’s  compelling  interest  in  the 
health  and  well-being  of  minors 
supports  restrictions  on  cigarette  tmd 
smokeless  tobacco  advertising  to  ensure 
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that  advertising  does  not  undermine 
FDA's  restrictions  on  the  sale  of  these 
products. 

One  comment  said  that  while  FDA’s 
articulated  interest  in  protecting  minors 
firom  harm  clearly  is  substantial,  this 
interest  is  not  served  by  FDA’s 
regulations.  According  to  the  comment, 
the  only  goal  served  directly  by  the 
propos^  regulations  is  that  of 
delegitimatizing  smoking.  Two 
comments  said  that  under  the  guise  of 
protecting  adolescents  and  children, 

FDA  is  trying  to  “‘save’  all  Americans 
from  the  ‘evils’  of  smoking.’’  Two 
comments  said  that  the  agency  is  trying 
to  prevent  cigarette  advertising  from 
presenting  smoking  in  a  positive  light. 
One  comment,  citing  Carey  v. 

Population  Services  International,  431 
U.S.  678  (1977),  said  that  the 
Government  cannot  restrict  cigarette 
advertising  because  it  legitimizes  or 
favorably  influences  a  yoimg  person’s 
views  toward  tobacco  products. 

FDA  finds  no  merit  in  these 
comments.  Advertisements  for  cigarette 
and  smokeless  tobacco  are  not  banned 
by  the  restrictions  that  FDA  is  adopting. 
For  example,  the  companies  are  firee  to 
use  advertising  in  almost  all  media  that 
communicates  to  adults  about  the  price, 
taste,  or  joys  of  using  their  product,  as 
long  as  they  do  so  using  black-and- 
white,  text-only  advertisements,  or 
using  imagery  and  color  in  publications 
read  primarily  by  adults.  Thus,  it  is 
simply  not  true  that  manufactvirers  will 
be  prevented  frt>m  presenting  tobacco 
use  in  a  positive  li^t  or  that  they  will 
be  prevented  from  conveying  truthful, 
nonmislcading  information  in  almost  all 
media. 

These  regulations  are  intended, 
however,  as  explained  in  section  VI.E. 
of  this  document,  to  prevent 
manufacturers  frt)m  advertising  their 
tobacco  products  in  a  way  that 
encourages  underage  individuals  to 
purchase  these  producrts.  They  are 
authorized  by  sections  520(e)  and  502(q) 
of  the  act  and  are  in  no  way  inconsistent 
with  Carey  V.  Population  Services 
International. 

Carey  involved  a  challenge  to  a  law 
that  banned  all  advertisement  of 
contraceptives.  The  Government  argued 
that  advertising  contraceptives  would 
legitimize  sexual  activity  of  young 
cUldren.  The  Supreme  Corirt  said  that 
this  basis  was  not  a  justification  for 
validating  suppression  of  expression 
protected  by  the  First  Amendment  (431 
U.S.  at  701). 

Carey  is  distinguishable  from  the 
present  situation  in  several  ways.  The 
advertisements  in  that  case  stated  the 


availability  of  products  and  services  that 
were  not  only  entirely  legal  but  were 
constitution^y  protected  because  they 
involved  the  exercise  of  a  fundamental 
right  [Id.].  (The  Court  also  struck  down 
other  provisions  of  the  law  that 
prohibited  distribution  of  contraceptives 
to  anyone  under  the  age  of  16  and  by 
anyone  other  than  a  licensed 
pharmacist.)  Cigarettes  and  smokeless 
tobacco  are  neither  lawful  for  all  people 
nor  constitutionally  protected.  The  s^e 
of  these  products  to  individuals  imder 
18  is  unlawful  in  every  State  (see  also, 

42  U.S.C.  300X-26),  and  possession, 
purchase,  or  use  of  at  least  some  tobacco 
products  by  this  segment  of  the 
population  is  unlawful  in  a  majority  of 
States.  Moreover,  there  was  no 
credible  suggestion  in  any  of  these 
comments  that  the  restrictions  on  the 
sale  of  these  products  infringe  on  the 
exercise  of  a  fundamental  ri^t. 

The  Supreme  Court  in  Carey  made 
clear  the  limited  coverage  of  its  holding. 
(See  431  U.S.  at  702,  n.  29  (“We  do  not 
have  before  us,  and  therefore  express  no 
views  on,  state  regulation  of  the  time, 
place,  or  manner  of  such  commercial 
advertising  based  on  these  or  other  state 
interests.’’).)  Thus,  given  the  significant 
differences  in  the  two  situations,  Carey 
does  not  limit  FDA’s  ability  to  adopt 
conditions  on  advertising  diat  are 
designed  to  ensure  that  restrictions  on 
sale  to  minors  are  not  imdermined. 

(6)  Finally,  a  group  of  comments  on 
this  first  prong  of  the  Central  Hudson 
test  attacked  FDA  for  being 
paternalistic.  These  comments  said  that 
a  principal  theme  of  commercial  speech 
doctrine  is  a  societal  intolerance  for 
Government-enforced  ignorance 
designed  to  “help”  consumers  who  are 
not  trusted  by  bureaucrats  to  evaluate 
advertising  for  themselves.  One 
comment  said  that  how  to  balance  short¬ 
term  gratification  against  long-term  risk 
is  a  uniquely  personal  analysis  that  is 
best  left  to  individual  autonomy  rather 
than  Government  censorship.  The 
comment  said  that  people  must  be 
trusted  to  perceive  their  own  best 
interests  without  Government 
intervention  in  the  information  flow. 
These  comments  take  on  a  particular 
significance  in  light  of  the  plurality’s 
statement  in  44  Uquormart,  Inc.  v. 
Rhode  Island,  116  S.Ct.  at  1508,  that 
“[t]he  First  Amendment  directs  us  to  be 
especially  skeptical  of  regulations  that 
seek  to  keep  people  in  the  dark  for  what 
the  government  perceives  to  be  their 
own  good.” 


"W. 


FDA  has  no  disagreement  with  these 
comments  with  respect  to  individuals 
and,  in  fact,  finds  these  regulations 
cannot  fairly  be  characterized  as 
paternalistic  with  respect  to  that 
population  group.  These  regulations  do 
not  prohibit  the  inclusion  of  any 
information  in  advertising.  'They  also  do 
not  impose  the  type  of  ban  on  accurate 
commercial  information  that  has 
characterized  the  limitations  on 
commercial  speech  that  the  Supreme 
Court  has  branded  as  paternalistic.  (See, 
e.g.,  44  Uquormart,  Inc.,  116  S.Ct.  at 
1510;  Virginia  Bd  of  Pharmacy,  425  U.S. 
at  769-770.) 

The  agency  acknowledges,  however, 
that  in  another  respect,  these  regulations 
are  paternalistic,  ’^ese  regulations  are 
specifically  aimed  at  protecting  children 
and  adolescents  under  the  age  of  18 
from  the  appeal  of  tobacco  advertising. 
The  agency  finds  however,  that  for  it  to 
be  paternalistic  with  respect  to  children 
and  adolescents  in  no  way  offends  the 
First  Amendment  or  Supreme  Coiut 
precedent.  (See  Denver  Area 
Communications  Consortium,  Inc.  v. 
FCC,  No.  95-124  (U.S.  Jvme  28, 1996) 
slip  op,  at  25.)  Nothing  in  44 
Uquormart,  Inc.,  for  example,  suggests 
in  any  way  that  government  may  not  be 
paternalistic  with  respect  to  children 
and  adolescents  imder  the  age  of  18. 

In  fact,  the  Supreme  Court  has  stated: 
«*  *  •  [Tjiie  law  has  generally  regarded 
minors  as  having  a  lesser  capability  for 
making  important  decisions.”  (See 
Carey  v.  Population  Services 
International,  431  U.S.  at  693,  n.  15.) 
Given  these  facts — that  most  cigarette 
smokers  smolm  their  first  cigarette 
before  18,  that  children  and  adolescents 
who  use  tobacco  products  quickly 
become  addicted  to  them  before  ^ey 
reach  the  age  of  18,  that  among  smokers 
aged  12  to  17  years,  70  percent  regret 
their  decision  to  smoke,  and  66  percent 
state  that  they  want  to  qvilt  (60  FR 
41314) — ^the  decision  to  smoke  is  among 
the  most  important  that  an  individual 
will  make.  Significantly,  all  50  States 
have  prohibited  sales  of  cigarettes  to 
people  under  18  years  of  age.  These 
regulations  have  been  tailored  to  help 
ensure  that  individuals  do  not  make  a 
decision  on  whether  to  smoke  before 
they  are  18  and  have  a  greater  capacity 
to  understand  the  consequences  of  their 
actions,  and  that  they  are  not  influenced 
to  make  this  decision  before  that  time  by 
advertising.  At  the  same  time,  FDA  has 
sought  to  ensvire  that  the  restrictions  do 
not  burden  any  more  speech  than  is 
necessary  to  accompli^  this  goal.  Thus, 
FDA’s  pvtrpose  is  not  inconsistent  with 
law,  commercial  speech  doctrine,  or  the 
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country's  precepts  of  individual 
autonomy. 

D.  Evidence  Supporting  FDA's 
Advertising  Restrictions 

1.  Introduction 

Having  considered  the  preliminary 
inquiry  and  the  first  prong  of  the  Central 
Hudson  analysis,  the  agency  turns  to  the 
heart  of  this  analysis,  whether  the 
restrictions  on  cigarette  and  smokeless 
tobacco  advertising  that  FDA  is 
imposing  are  in  proportion  to  the 
interest  that  it  is  seeking  to  advance.  To 
meet  its  burden  on  this  issue,  FDA  first 
mvist  show  that  tobacco  advertising 
plays  a  concrete  role  in  the  decision  of 
minors  to  smoke,  and  that  each  specific 
restriction  on  this  advertising  that  it  is 
adopting  will  contribute  to  limiting  its 
effects  and  thus  to  protecting  the  health 
of  children  and  adolescents  tmder  the 
age  of  18.  The  extensive  evidence  in  this 
proceeding  fully  supports  these 
judgments. 

2.  Do  the  Regulations  Directly  Advance 
the  Governmental  Interest  Asserted? 

In  Central  Hudson,  the  Supreme 
Com!  said  that  any  limitation  on 
commercial  speech  that  the  State 
imposes  “must  be  designed  carefully  to 
acUeve  the  State’s  goal”  (447  U.S.  at 
564).  “*  *  *  fTJhe  restriction  must 
directly  advance  the  State  interest 
involved;  the  regulation  may  not  be 
sustained  if  it  provides  only  ineffective 
or  remote  support  for  the  government’s 
purpose”  [Id.). 

The  Supreme  Court  elaborated  on 
what  this  €ispect  of  the  Central  Hudson 
test  requires  in  Edenfield  v.  Fane,  507 
U.S.  761,  770-771  (1993); 

It  is  well-established  that  “{t]he  party 
seeking  to  uphold  a  restriction  on 
ccHnmercial  speech  carries  the  burden  of 
justifying  it."  *  *  *  This  burden  is  not 
satisfied  by  mere  speculation  or  conjecture; 
rather,  a  governmental  body  seeking  to 
sustain  a  restriction  on  commercial  speech 
must  demonstrate  that  the  harms  it  recites  are 
real  and  that  its  restriction  will  in  fact 
alleviate  them  to  a  material  degree  *  *  *. 
Without  this  requirement,  a  state  could  with 
ease  restrict  commercial  speech  in  the  service 
of  other  objectives  that  could  not  themselves 
justify  a  burden  on  commercial  expression. 

In  Edenfield,  the  Court  struck  down  a 
Florida  btm  on  in-person  solicitation  by 
Certified  Public  Accoimtants  (CPA's) 
because  the  State  board  failed  to 
demonstrate  that  the  harm  it  recited  was 
real. 

It  presents  no  studies  that  suggest  personal 
solicitation  of  prospective  business  clients  by 
CPAs  creates  the  dangers  of  fraud, 
overreaching,  or  compromised  independence 
that  the  Board  claims  to  fear.  The  record  does 


not  disclose  any  anecdotal  evidence,  either 
from  Florida  or  another  State,  that  validates 
the  Board’s  suppositions. 

m 

In  Rubin  v.  Coors,  the  Court  struck 
down  a  section  of  the  Federal  Alcohol 
Administration  Act  (27  U.S.C.  201  et 
seq.)  that  prohibited  beer  labels  from 
displaying  alcohol  content  because  the 
Government  failed  to  demonstrate  that 
this  restriction  would  alleviate  the 
recited  harm  to  a  material  degree.  (See 
115  S.Ct  at  1592.)  The  Court 
characterized  the  Government’s 
regulatory  scheme  as  “irrational”  (/d.). 
See  also.  Justice  Stevens’  opinion  in  44 
Uquormart,  116  S.Ct.  at  1509, 1510.  (In 
striking  down  Rhode  Island’s  ban  on 
price  advertising  for  failure  to 
demonstrate  that  the  restrictions  would 
advance  the  State’s  interest,  Stevens, 
joined  by  Justices  Kennedy,  Ginsburg, 
and  Souter,  found  that  wlrile  the  record 
“suggests  that  the  price  advertising  ban 
may  have  some  impact  on  the 
piiTchasing  patterns  of  temperate 
drinkers  of  modest  means  *  *  *  no 
evidence  [has  been  presented]  to  suggest 
that  its  speech  prohibition  will 
significantly  reduce  market-wide 
consumption.”  Therefore,  Stevens 
stated  that  “(sluch  speculation  certiunly 
does  not  suffice  when  the  State  takes 
aim  at  accurate  commercial  information 
for  paternalistic  ends.”) 

Thus,  imder  the  applicable  case  law, 
to  adopt  the  proposed  restrictions  on 
cigarette  and  smokeless  tobacco 
advertising,  FDA  must  find  that  it  can 
conclude  fixim  the  available  evidence 
that:  (1)  Advertising  plays  a  material 
role  in  the  process  by  which  childi'en 
and  adolescents  decide  to  begin  or  to 
continue  to  use  these  products;  €md  (2) 
Limitations  on  advertising  will 
contribute  in  a  direct  and  material  way 
to  FDA’s  efforts  to  ensiire  that  the 
restrictions  it  is  adopting  on  the  sale 
and  use  of  tobacco  products  to  minors 
are  not  undermined. 

Contrary  to  what  some  comments 
asserted,  it  is  not  necessary  for  FDA  to 
establish  by  empirical  evidence  that 
advertising  actually  causes  underage 
individuals  to  smoke,  or  that  the 
restrictions  on  advertising  will  directly 
result  in  individuals  that  are  vmder  18 
ceasing  to  use  cigarettes  or  smokeless 
tobacco.  It  is  not  necessary  in  satisfying 
this  prong  of  Central  Hudson  for  the 
agency  to  prove  conclusively  that  the 
correlation  in.  fact  (empirically)  exists, 
or  that  the  steps  undertaken  will 
completely  solve  the  problem.  (See 
United  States  v.  Edge  Broadcasting  Co., 
509  U.S.  418, 434-35.)  Rather,  the 
agency  must  show  that  the  available 


evidence,  expert  opinion,  surveys  and 
studies  provide  sufficient  support  for 
the  inference  that  advertising  does  play 
a  material  role  in  children’s  tobacco  use. 

In  the  1995  proposed  rule,  FDA 
suggested  that  its  judgment  as  to 
whether  the  governmental  interest 
involved  was  directly  advanced  by  its 
actions  was  entitled  to  some  deference. 
“The  Supreme  Court  has  stated  that, 
when  determining  whether  an  action 
advances  the  governmental  interest,  it  is 
willing  to  defer  to  the  ’common  sense 
judgments’  of  the  regulatory  agency  as 
long  as  they  are  not  unreasonable” 
(citing,  Metromedia  Inc.  v.  City  of  San 
Diego,  453  U.S.  490,  509  (1981)  (60  FR 
41314  at  41354)). 

Several  comments  took  issue  with  this 
suggestion.  One  comment  said  that  FDA 
had  mischaracterized  Supreme  Court 
jurisprudence,  and  two  comments  said 
that  courts  will  defer  only  to  common 
sense  judgments  of  legislatures. 

FDA  disagrees  with  those  comments. 
In  Florida  Bar  v.  Wdnt  For  It.  Inc.,  the 
Supreme  Court  said  that  it  had 
permitted  “litigants,”  which  it  did  not 
limit  to  State  legislatiues,  to  justify 
speech  restrictions  by  “studies  and 
anecdotes  pertaining  to  different  locales 
altogether,  *  *  •  or  even,  in  a  case 
applying  strict  scrutiny,  to  justify 
restrictions  based  solely  on  history, 
consensus,  and  “simple  common  sense 
*  *  *”  (115  S.Ct.  at  2378).  Thus,  FDA’s 
reliance  on  common  sense  (which,  as 
made  clear  in  section  VI.D.3.  through 
VI.D.6.  of  this  document,  provides  only 
part  of  the  basis  for  FDA’s  findings)  is 
justified. 

(7)  One  comment  said  that,  rather 
than  giving  FDA  deference,  courts 
review  with  special  ctire  any  regulations 
that  suppress  commercial  spee^  to 
pursue  a  nonspeech-related  policy. 

FDA  disagrees  with  this  comment  for 
two  reasons.  First,  these  regulations  do 
not  suppress  commercial  speech.  While 
they  liiffit  such  speech,  they  leave  open 
significant  means  of  communication 
almut  these  products.  Second,  this 
comment  derives  specifically  from 
footnote  9  of  Centra/  Hudson,  447  U.S. 
at  566  (“We  review  with  special  care 
regulations  that  entirely  suppress 
commercial  speech  in  order  to  pursue  a 
nonspeech-related  policy.”).  In  that 
case,  the  Supreme  Court  foimd  that 
control  of  demand  for  electricity  was  a 
speech-related  policy  (see  447  U.S.  at 
569).  Similarly,  the  policy  that  FDA 
seelcs  to  advance  here,  control  of 
demand  for  cigarettes  and  smokeless 
tobacco  by  minors,  is  a  speech-related 
policy. 
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(8)  Finally,  one  comment  said  that 
FDA  claimed  deference  for  its  common 
sense  judgments  to  deflect  attention 
from  the  lack  of  a  factual  basis  for  the 
1995  proposed  rule.  Two  comments, 
however,  stated  that  FDA  has  compiled 
a  record  on  the  problem  that  is  more 
extensive  than  any  that  existed  in  any 
of  the  cases  in  which  the  Supreme  Court 
upheld  restrictions  on  commercial 
speech. 

In  the  discussion  that  follows,  FDA 
reviews  the  evidence  on  whether 
cigarette  and  smokeless  tobacco 
advertising  affects  the  decision  by 
minors  to  use  these  products,  and 
whether  the  restrictions  on  advertising 
that  it  is  imposing  will  limit  the  effect 
to  a  material  degree.  This  review 
demonstrates  that  FDA’s  judgment  on 
these  issues  is  supported  not  only  by 
common  sense  but  by  studies, 
anecdotes,  history,  expert  consensus 
dociunents,  and  empirical  data.  All  of 
this  evidence  provides  support  that 
restrictions  on  the  advertising  of  these 
products  will  directly  advance  the 
Government’s  interest  in  protecting  the 
health  of  children  and  adolescents 
imder  18  years  of  age. 

3.  Is  There  Harm?  Does  Advertising 
Affect  the  Decision  by  Yoimg  People  to 
Use  Tobacco  Products? 

a.  In  general.  In  the  preamble  to  the 
1995  proposed  rule,  FDA  stated  that 
perhaps  the  most  compelling  piece  of 
evidence  supporting  restrictions  was 
that  these  products  were  among  the 
most  heavily  advertised  and  widely 
promoted  products  in  America.  The 
agency  cited  the  most  recent  Federal 
Trade  Commission  (FTC)  figures  of 
overall  expenditures  for  1993,  that 
indicated  that  over  $6.1  bilUon  had  been 
spent  by  the  cigarette  and  smokeless 
tobacco  industries  to  promote  their 
products  in  diverse  media.  These 
include  magazines,  newspapers, 
outdoor  advertising,  point  of  purchase, 
direct  mail,  in-store,  dissemination  of 
nontobacco  items  with  brand 
identification,  and  sponsorship  of 
cultural  and  sporting  events. 

(9)  Several  comments  from  the 
to^cco  industry  and  the  advertising 
industry  criticized  FDA’s  reliance  on 
the  immensity  of  advertising 
expenditures  that  show  that  tobacco 
products  are  heavily  advertised.  The 
comments  claimed  that  the  size  of  the 
industry  advertising  budget  is  not 
evidence  that  it  is  effective  in  causing 
young  people  to  smoke.Conversely,  one 
comment  concluded  that: 

(hjighly  repetitious  ad  exposure  likely 
leads  to  judgment  biases  in  both  risk  and 


social  perceptions,  such  as  assessments  of 
smoking  prevalence  and  the  social 
acceptance  experienced  by  smokers. 

The  largest  psychological  association, 
in  its  comments,  agreed  and  stated  that 
research  indicates  that  yoimg  people  are 
indeed  exposed  to  substantial  and 
unavoidable  advertising  and 
promotion,*^  even  though  they  have 
been  baimed  frt>m  radio  and  television. 
Referencing  numerous  studies,  this 
comment  stated  further  that: 

there  is  considerable  evidence  that  young 
people  are  exposed  to  tobacco  ads,  that  those 
who  smoke  are  especially  likely  to  be  aware 
of  cigarette  advertising,  and  that  liking  of 
cigarette  advertising  among  young  people  is 
predictive  of  smoking  behavior  *  •  *. 

The  comment  continued  that 
increasing  one’s  e?q>osure  to  advertising 
and  promotions  creates  persuasion,  and 
that  reducing  that  exposure  will  impede 
that  process.  One  study  ««  found  diat 
even  brief  exposure  to  tobacco 
advertising  can  cause  some  young 
people  to  have  more  favorable  beliefs 
about  smokers. 

FDA  did  not  cite  the  industry’s 
expenditures  to  indicate  that  the  size  of 
the  industry’s  advertising  budget  was,  in 
and  of  itself,  a  problem,  but  rather  to 
show  that  the  very  size  of  the  campaign, 
and  the  resultant  ubiquity  and 
unavoidability  of  the  advertising  in  all 
media,  created  a  climate  that  influences 
young  people’s  decisions  about  tobacco 
use.  'The  ubiquity  creates  what  FDA 
referred  to  in  the  preamble  to  the 
proposed  rule  (60  FR  41314  at  41343), 
as  “friendly  familiarity’’  that  makes 
smoking  and  smokeless  tobacco  use 
seem  respectable  to  young  people.  In  its 
comments,  the  advertising  agency  that 
coined  this  phrase  in  the  1960’8  has 
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protested  that  FDA  used  the  phrase 
improperly.  However,  regarcUess  of  the 
firm’s  protest,  the  agency  finds  that  this 
phrase  “friendly  familiarity”  accurately 
describes  the  effect  of  massive 
marketing  that  uses  a  variety  of  media 
and  saturates  potential  consumers  with 
information  and  imagery.  Researchers 
have  found  that  “the  ubiquitous  display 
of  messages  promoting  tobacco  use 
clearly  fosters  an  environment  in  which 
experimentation  by  youth  is  expected,  if 
not  impUcitly  encouraged.”®* 

b.  Evidence  regarding  young  people's 
exposure  to.  recall  of,  approved  of,  and 
response  to  advertising.  Many  studies 
have  demonstrated  that  young  people 
are  aware  of,  respond  favorably  to,  and 
are  influenced  by  cigarette  advertising. 
In  the  preamble  to  the  1995  proposed 
rule,  FDA  presented  a  number  of  studies 
examining  young  people’s  exposure  to, 
recall  of,  approval  of,  and  response  to 
cigarette  advertising.  ®®  Collectively, 
these  studies  showed  that  children  who 
smoke  are  more  likely  to  correctly 
identify  cigarette  advertisements  and 
slogans  in  which  the  product  names  or 
parts  of  the  slogans  have  been  removed 
than  are  children  who  do  not  smoke, 
and  that  exposure  to  and  apprpval  of 
cigarette  advertising  were  positively 
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related  to  smoking  behavior  and 
intentions  to  smoke. 

(10)  Several  comments  from  the 
tol^cco  indvistry  and  advertising  groups 
were  critical  of  these  studies.  The 
comments  argued  that  none  of  the 
studies  demonstrated  that  recognition 
of,  exposure  to,  or  approval  of,  cigarette 
advertising  caused  the  initiation  of 
cigarette  smoking;  that  smoking  in  fact 
engendered  increased  exposure  to, 
approval  of  and  recognition  of  cigarette 
advertising;  and  that  the  samples  were 
inappropriate  and  not  generalizable. 

One  comment  took  issue  vdth  the  way 
in  which  smoking  transition  was 
defined  in  the  Aitken  study  cited  by  the 
agency.  In  addition,  the  same 
comment  questioned  the  use  of  self- 
reported  measiires  of  cigarette 
advertising  exposure  in  several  of  the 
studies. 

FDA  agrees  that  none  of  these  studies 
individually  is  sufficient  to:  (1) 

Establish  that  advertising  has  an  efiect 
of  directly  causing  minors  to  use 
tobacco  products;  (2)  determine 
directionality — that  is,  did  advertising 
cause  the  observed  effect,  or  are  smokers 
more  observant  of  advertising  (the 
Klitzner,  Aitken,  et  al.,  and  Alexander 
studies  attempted  to  control  for  this 
efiect);  or  (3)  define  terms  or  disprove 
the  influence  of  peer  pressiire  in 
smoking  behavior. 

However,  none  of  these  defects  is 
sufficient  to  render  it  inappropriate  for 
FDA  to  use  the  studies  as  evidence.  The 
studies,  in  fact,  present  useful  insight 
into  how  advertising  affects  smoking 
behavior  and  when  considered  with 
other  studies  provide  sufficient  support 
for  the  agency’s  conclusions.  For 
example,  one  study  stated  that  the 
results  show  that  part  of  the  process  of 
becoming  a  smoker  is  to  adopt  a 
preferred  brand,  which  the  advertising 
and  tobacco  industries  concede  is 
afiected  by  advertising.  Moreover,  these 
studies  clearly  indicate  that,  at  a 
minimum,  advertising  plays  an 
important  role  in  developing  an 
appealing  and  memorable  image  for 
brands.  Finally,  FDA  recognizes  that 
advertising  may  not  be  the  most 
imj^rtant  factor  in  a  child’s  decision  to 
smoke;  however,  the  studies  cited  by  the 
agency  establish  that  it  is  a  substantial. 
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contributing,  and  therefore  material, 
factor.  ^ 

c.  Evidence  concerning 
overestimation  of  smoking  prevalence. 

In  the  preamble  to  the  1995  proposed 
rule,  FDA  cited  numerous  studies 
finding  that  children’s  misperceptions 
about  ffie  prevalence  of  smoking  are 
related  to  smoking  initiation  and  the 
progression  to  regular  smoking. 

Fluffier,  the  evidence  indicate  that 
cigarette  advertising  plays  a  role  in 
leading  young  people  to  overestimate 
the  prevalence  of  smoking. 

(11)  Several  comments  criticized  the 
overestimation  of  smoking  prevalence 
studies  presented  by  FDA  in  its  1995 
proposed  rule.  The  most  common 
criticism  was  that  the  cited  studies  did 
not  demonstrate  a  causal  relationship 
between  either  exposure  to  advertising 
or  overestimation  of  smoking  prevalence 
and  intentions  to  smoke.  One  comment 
noted  that  some  of  the  cited  studies  did 
not  necessarily  measure 
"overestimation,”  but  instead  simply 
measured  respondents’  perceptions  of 
smoking  levels  among  their  peers  and 
adults.  Another  comment  argued  that 
FDA  ignored  other  vcuriables  (such  as 
whether  or  not  one’s  friends  smoked) 
that  were  predictive  of  smoking  status 
or  intentions  to  smoke. 

It  is  true  that  some  of  the  cited  studies 
did  not  measure  "overestimation”  in  the 
most  literal  sense  but  instead  measured 
respondents’  perceptions  of  smoking 
levels  among  peers  and  adults. 

However,  the  perceived  levels  were  still 
uniformly  higher  among  those  who 
smoked  ffian  among  those  who  did  not. 
The  importance  of  these  studies  is  the 
fact  that  they  established  difierences  in 
perception  between  smoking  and 
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nonsmokii^  young  people  about  the 
prevalence,  and  therefore  the 
acceptability,  of  smoking. 

d.  The  effects  of  selected  advertising 
campaigns  that  were  effective  with 
children.  In  the  preamble  to  the  1995 
proposed  rule,  FDA  presented  evidence 
about  two  campaigns  that  appear  to 
have  been  particularly  effective  with 
children,  and  a  historical  analysis  of 
trends  in  U.S.  smoking  initiation  among 
10-  to  20-year-olds  finm  1944  to 
1980. '03 

FDA  presented  several  studies  finding 
that  the  “Joe  Camel”  campaign  had  a 
significant  impact  on  underage  smoking 
in  the  United  States,  '04  and  that  a 
humorous  character  for  Embassy  Regal 
cigarettes  named  "Reg”  was  appealing 
to  children  in  the  United  Kingdom,  'os 

FDA  also  dted  a  recent  study  that 
used  data  from  the  National  Health 
Interview  Survey  to  study  trends  in 
smoking  initiation  among  10  to  20  year 
olds  finm  1944  through  1980.  'o«  The 
study  concluded  that  tobacco  marketing 
campaigns  that  targeted  women  resulted 
in  increased  smoking  uptake  in  young 
women  and  girls,  but  not  in  adults 
generally. 

The  Joe  Camel  Campmgn — ^In  the 
preamble  to  the  1995  proposed  rule. 
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FDA  described  R.  J.  Reynolds’  (RJR)  use 
of  the  cartoon  Joe  Camel  as  the 
centerpiece  of  a  very  successful 
campaign  that  sought  to  revitalize 
Camel  cigarettes.  The  preamble  to  the 
1995  proposed  rule  described  two  sets 
of  studies.  One  set  indicatedthat  the 
campaign  was  so  pervasive  and  juvenile 
that  children  as  young  as  3  to  6  years 
old,  recognized  the  Joe  Camel  character 
and  knew  that  he  sold  cigarettes.  The 
other  set  of  studies  provided  evidence 
that  the  campaign  had  resulted  in 
Camel’s  share  of  the  adolescent  youth 
market  rising  from  below  4  percent  of 
underage  smokers  to  between  13  and  16 
percent  in  a  short  period  of  time  (60  FR 
41314  at  41333). 

This  description  of  the  Camel 
campaign  produced  over  200  comments 
from  the  advertising,  tobacco,  legal  and 
publications  industries,  members  of 
legislative  bodies.  State  and  local 
government  officials  and  agencies, 
health  providers  and  organizations, 
academics,  and  the  general  public.  The 
latter  included  many  anecdotal 
references  to  children’s  positive 
reactions  to  the  campaign,  including 
comments  from  parents,  teachers,  and 
children  themselves.  One  comment, 
from  a  State  attorney  general,  stated  that 
“in  1993,  after  reviewing  research 
docmnenting  the  extremely  powerful 
effect  R.  J.  Reynolds’  ‘Cool  Joe  Camel’ 
ads  have  on  cdiildren,  I  joined  with  26 
other  State  Attorneys  General  in 
calling’’  for  a  ban  on  that  campaign. 

(12)  The  comments  differed  radically 
in  assessing  the  accuracy  of  FDA’s  use 
of  Joe  Camel  as  evidence  of  the  effect  of 
a  youth-oriented  campedgn.  A  number  of 
comments  stated  that  the  Joe  Camel 
campaign  was  neither  directed  toward 
children  nor  effective  at  reaching  them, 
and  that  FDA’s  evidence  did  not 
support  the  agency’s  position.  The 
comments  criticized  the  studies  cited  by 
FDA  and  referred  to  other  studies  that 
they  believed  supported  their 
contention  that  the  Joe  Camel  campaign 
was  not  directed  toward  children.  For 
example,  one  conunent  argued  there 
was  no  evidence  to  suggest  that  brand 
recognition  had  any  influence  on 
smoking  initiation.  This  same  comment 
also  complamed  that  the  studies  relied 
on  by  FDA  were  ungeneralizable  and 
were  from  medical  journals,  not 
marketing  journals.  Another  comment 
argued  that  the  Pierce  study  cited  by  the 
agency  had  demonstrated  only  that 
Camel  and  Marlboro  were  thought  to  be 


the  most  advertised  brands  across  all 
respondent  age  groups. 

Several  comments  argued  that  the 
finding  in  the  Fischer  and  Mizerski 
studies  that  children  recognize  Joe 
Camel  did  not  necessarily  indicate  that 
they  liked  Joe  Camel,  let  alone  that  they 
would  be  more  likely  to  take  up 
cigarette  smoking.  For  example, 
some  comments  from  tUb  tobacco 
industry  discussed  the  Mizerski  study 
funded  by  RJR  and  criticized  FDA’s  use 
of  it.  FDA,  as  noted  above,  had  cited  this 
study  in  the  1995  proposed  rule  to  show 
that  72  percent  of  6  year  olds  and  52 
percent  of  children  between  the  ages  of 
3  and  6  could  identify  Joe  Camel. 

This  exceeded  the  recognition  rates  for 
Ronald  McDonald,  a  ch^cter 
frequently  advertised  on  television.  The 
comments,  however,  stated  that  the 
results  of  the  study  indicated  that  while 
recognition  of  the  cartoon  trade 
characters  and  liking  of  the  associated 
product  each  tended  to  increase  with 
age,  for  Joe  Camel,  at  every  age,  children 
who  recognized  Joe  Camel  were  more 
likely  to  report  disliking  cigarettes  than 
did  ^Idren  who  did  not  recognize  Joe 
Camel. 

Several  comments  also  cited  another 
study  by  Henke  (the  Henke  Study), 
whii^  found  results  suggesting  that 
even  though  recognition  of  brand 
advertising  symbols  increases  with  age, 
recognition  does  not  necessarily 
indicate  favorable  attitudes  about  a 
product.  Although  the  children  in  the 
study  were  generally  able  to  recognize 
Joe  Camel,  97  percent  of  the 
respondents  reported  that  cigarettes 
were  “bad  for  you,’’  and  all  but  one  of 
the  minors  stated  that  cigarettes  were  for 
adults.  Several  comments  also 
mentioned  a  November  1993  Roper 
survey  of  over  1,000  yovmg  people 
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3158, 1991. 
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between  ages  10  and  17.  This  survey 
foimd  that  97  percent  of  those  youths 
who  recognized  “Joe  Camel”  had 
negative  opinions  about  smoking. 

Finally,  these  comments  also  stated 
that  the  Joe  Camel  campaign  did  not 
increase  the  smoking  rates  of  minors. 

The  comments  cited  to  data  firom  CDC’s 
Office  of  Smoking  and  Health’s  (OSH’s) 
study  “1993  Teenage  Attitudes  and 
Practices  Survey,  Public  Use  Data  Tape” 
(TAPS  n)  that  show  that,  contrary  to 
FDA’s  assertion  and  citation  to  data 
frtim  Monitoring  the  Future,  there 
has  not  been  an  increase  in  youth 
smoking  rates  as  a  result  of  the  Joe 
Camel  campaign. 

Conversely,  several  comments  from 
professional  associations  and  many 
from  private  citizens  supported  FDA’s 
tentative  conclusion  that  some  tobacco 
advertising  campaigns — ^particularly  Joe 
Camel — are  very  effective  with  children. 
Some  comments  referred  to  the  same 
research  evidence  dted  by  FDA  in  the 
1995  proposed  rule. 

It  is  not  the  agency’s  position  that  the 
recognition  stupes  provide  evidence  of 
the  effect  of  this  campaign  upon  the 
smoking  habits  of  children.  The  Henke 
study  foimd  that  children  age  6  and 
younger  do  not  smoke  and  uniformly 
report  that  they  dislike  smoking. 
However,  although  young  chil^n 
usually  dislike  smoking,  many  of  them 
later  do  smoke.  FDA’s  point  in  using  the 
recognition  studies  was  that  advertising 
for  Camel  cigarettes  was  so  pervasive 
and  appealing  to  young  people  that 
children  saw  the  advertisements  and 
assimilated  them  even  though  they  were 
too  young  to  even  think  about  smoking. 
These  studies  provide  important 
evidence  of  the  pervasiveness  of  tobacco 
advertising. 

The  He^e  study  (cited  by  comments 
opposed  to  the  1995  proposed  rule), 
which  reported  that  although 
recognition  of  brand  advertising 
symbols  increases  with  age,  recognition 
does  not  necessarily  indicate  favorable 
attitudes  toward  a  product — is  subject  to 

Roper  Starch,  “Advertising  Character  and 
Slogan  Survey,”  pp.  16-17,  November  1993 
(conducted  for  R.  J.  Reynolds  Tobacco  Co.). 
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many  of  the  same  criticisms  as  those 
leveled  by  the  tobacco  industry  at 
studies  cited  by  FDA.  and  in  fact 
contains  more  serious  flaws  that  suggest 
that  its  results  should  be  interpreted 
with  a  great  deal  of  caution. 

First,  the  sample  employed  in  this 
study  was  both  inadequate  to  test  the 
author’s  hypotheses,  and  is 
nongenendizable  to  other  populations. 
There  were  only  83  participants  in  the 
study;  this  sample  is  too  small  to  allow 
for  adequate  power  to  test  the  author’s 
fine-grained  hypotheses  concerning  age. 
In  fact,  the  inadequate  sample  size  led 
the  author  to  collapse  the  participants 
into  three  age  groups  for  many  aj^yses, 
which  meant  ^t  3-year  olds  were 
placed  into  the  same  group  as  children 
who  were  5-and-a-half  years  old.  In 
addition,  participants  all  were  recruited 
fiom  middle  class  neighborhoods  in  the 
same  “small  coastal  town’’  in  Maine. 
Racial  breakdowns  were  not  presented, 
but  it  is  likely,  given  the  demographics 
of  upstate  M^e,  that  whites  were 
overrepresented  and  Afiican-Americans 
imderrepresented.  In  addition,  males 
were  overrepresented.  At  best,  the 
sample  represents  the  population  of  3- 
to  8-year-old  children  in  that  small  town 
in  Maine,  but  it  is  not  even  clear  that 
this  is  the  case. 

Second,  the  interview  process  used  to 
collect  data  in  the  study,  and  even  the 
nature  of  the  interviewers  themselves, 
greatly  limit  the  conclusions  that  may 
be  drawn  fiom  the  study.  The  study 
used  six  different  interviewers,  five  of 
whom  were  college  imdergraduates,  and 
one  of  whom  was  a  child  care 
professional.  Each  interviewer 
participated  in  but  a  single  training 
session  before  collecting  data.  Further, 
not  all  of  the  interviewers  were  blind  to 
the  hypotheses  of  the  study.  This  is  a 
great  concern,  considering  the  very 
subjective  nature  of  the  interview.  It  was 
not  reported  whether  who  the 
interviewer  was  had  significant  effects 
on  the  results  of  the  study  (and  indeed 
the  sample  size  is  probably  too  small  to 
permit  such  an  an^ysis),  but  it  is 
imlikely  that  all  six  interviewers 
conducted  the  interviews  in  precisely 
the  same  way  or  elicited  the  same  types 
of  responses  fiom  the  participants. 

The  interview  process  itself  appeared 
to  be  highly  bias^  and  subjective  in 
nature.  It  is  not  svirprising  that  the 
children  overwhelmingly  reported  that 
cigarettes  were  “bad  for  you”  and  were 
meant  for  adults,  given  that  they  were 
being  interviewed  face-to-face  by  adult 
strangers.  Any  potential  differences 
attributable  to  recogmtion  of  cigarette 
advertising  were  probably  masked  by 


the  intimidating  presence  of  the 
interviewer.  Further,  the  answers  to 
questions  such  as  “Do  you  like  this 
product  or  not  like  this  product?,”  and 
“Is  this  product  good  for  you  or  bad  for 
you?”  can  depend  to  a  great  extent  on 
the  manner  in  which  they  are  asked. 

Overall,  the  small,  nonrepresentative 
sample,  the  excessive  number  of 
questionable  intftviewers,  and  the 
interview  process  itself  all  cast  serious 
doubt  on  the  value  of  this  study. 

Finally,  as  noted  in  the  previous 
paragraph,  children  almost  imifoimly 
report  that  smoking  is  bad,  but  many  of 
them  will  smoke  in  the  future  in  part 
due  to  the  appeal  created  for  the 
product  by  advertising. 

Additional  studies — ^Two  additional 
studies  on  this  issue  of  recognition  were 
submitted  to  the  docket.  The  first,  an 
article  by  Joel  S.  Dubow, merely 
comment^  on  several  general  studies 
on  recall  of  advertising.  The  result  was 
that  children  and  especially  adolescents 
remember  more  about  advertising  than 
adults.  (FDA  agrees  with  the  point  that 
advertising  is  more  memorable  to 
children,)  Further,  all  the 
advertisements  tested,  and  those  that 
children  and  adolescents  remembered 
so  well,  were  either  on  television  or 
presented  in  a  movie  theater  setting. 

Children  and  adolescents  are  more 
visually  oriented  than  adults;  they 
remember  what  they  see  on  television. 
However,  as  noted,  commercials  for 
cigarettes  are  not  on  television  and  so 
the  high  recognition  rates  of  Joe  Camel 
cannot  be  accounted  for  on  that  basis. 
Thus,  the  study  begs  the  same  question 
that  is  raised  by  the  Mizerski  study: 
Where  did  those  3  to  6  year  olds  see  the 
cigeuette  advertisements  they  foimd  so 
memorable? 

The  answer  may  be  provided  by  the 
second  recognition  study  submitted  by 
RJR.  One  study  was  conducted  by  Roper 
Starch  in  November  1993  for  RJR  and 
tested  young  people’s  recognition  of 
advertising  characters.  The  results  of 
that  study  show  that  Joe  C^el  was 
recogniz^  by  86  percent  of  all  10  to  17 
year  olds,  in  both  aided  and  unaided 
recall.  The  characters  with  greater 
recognition  were  all  televised 
characters:  the  Energizer  Bunny,  Ronald 
McDonald,  the  Keebler  Elves,  etc. 
Recognition  scores  for  those  characters 
were  in  the  97  percent  to  100  percent 
range.  Of  more  interest,  95  percent  of 
those  who  recognized  Joe  Camel  knew 
that  he  sold  cigarettes,  similar  to  the 
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product  familiarity  rates  for  the  other 
characters. 

But  perhaps  the  most  interesting 
answers  were  those  provided  by  the 
children  who  responded  that  they  knew 
that  Joe  Camel  sold  cigarettes.  In 
response  to  the  question,  “[p]lease  tell 
me  the  ways  that  you  might  ^ve  seen 
or  heard  about  this  character,”  51 
percent  said  the  information  came  from 
a  billboard  advertisement,  45  percent 
said  fiom  an  advertisement  in  a 
magazine,  32  percent  said  from- an 
advertisement  in  the  store,  and  22 
percent  scud  on  a  tee  shirt.  A  sizable 
group  said  they  had  seen  him  on 
television  (42  percent).  On  the  other 
hand,  all  the  other  characters  were 
identified  as  having  been  on  television 
(88  percent  to  100  percent).  Recognition 
based  upon  billboard  exposure  for  these 
other  characters  was  between  6  percent 
and  13  percent.  Most  were  not 
recognized  as  haiong  been  on  tee  shirts. 

Clearly,  cigarettes  are  marketed 
differently  than  most  consumer 
products;  nonetheless,  whatever  the 
marketing  mix  used  by  the  tobacco 
industry,  cigarette  advertisements  are 
clearly  being  seen  and  assimilated  by 
those  too  yoimg  to  be  interested  in  or  to 
have  started  smoking. 

A  second  type  of  study,  provided 
evidence  of  the  effect  of  this  campaign 
on  adolescent  smoking  rat^.  As  not^, 
one  comment  disputed  that  there  was  a 
rise  in  young  people’s  smoking  rates 
that  conesponded  to  the  introduction  of 
the  Joe  Camel  campaign.  The 
significance  of  this  {ugument  is  that  if 
smoking  rates  after  the  introduction  of 
the  Joe  Camel  advertising  campaign  did 
not  rise,  there  is  little  reason  to  believe 
that  the  campaign  caused  young  people 
to  take  up  smoldng.  This  comment 
referred  to  its  own  analysis  of  smoking 
trends,  which  it  stated  were  derived 
fiom  TAPS  n  data  and  not  fiom  the 
data  in  Monitoring  the  Future  used  by 
FDA. 

FDA  has  provided  a  more  detailed 
answer  to  this  comment  above.  As 
explained  there,  the  agency  finds  this 
comment  to  be  without  merit.  The 
Monitoring  the  Future  study  is  the  most 
consistent  source  of  data  available  on 
youth  smoking  rates.  RJR’s  expert,  Dr.  J. 
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Howard  Beales,  UI.  has  referred  to  it  as 
“[t]he  most  consistent  data  available”  to 
track  the  incidence  of  teen  smoking  over 
time.  ^20  Moreover,  Dr.  Beales  noted  that 
other  Government  studies  are 
“sporadic”  and,  by  implication,  cannot 
be  relied  upon  to  give  an  accmate 
picture  of  overall  smoking  trends. 

The  Monitoring  the  Future  Study 
indicates  that  from  1987  to  1993,  the  30- 
day  smoking  rates  and  daily  smoking 
rates  for  male  high  school  seniors 
increased  steadily,  although  with 
variations  in  some  years.  Durmg  that 
same  period.  Camel’s  share  of  the  youth 
market  rose  from  below  4  percent  to 
aroimd  13  percent  (60  FR  41314  at 
41330). 

These  data  do  not  absolutely  prove 
that  Camel  advertising  “caused”  a  rise 
in  youth  smoking.  However,  they  do 
provide  further  evidence  that  the  Joe 
Camel  campaign  had  an  effect  on  youth 
smoking  rates. 

(13)  Comments  from  the  tobacco 
industry  maintained  that  FTC’s 
investigation,  which  failed  to  produce 
“evidence  to  support”  FTC  action 
against  RJR  for  the  Joe  Camel  campaign, 
should  have  been  dispositive  of  the 
issue.  Therefore,  the  comments  argued, 
it  is  inappropriate  for  FDA  to  use  the 
campcdgn  as  evidence  that  advertising 
causes  children  to  start  to  smoke.  The 
comments  maintained  that  the  FTC 
review  included  the  same  studies  relied 
upon  by  FDA  to  condemn  the  Joe  Camel 
campaign. 

Comments  stated  further  that 
Congress  has  vested  jurisdiction  in  FTC 
to  prosecute  unfair  and  deceptive 
advertising  of  tobacco  products,  and 
that  it  has  sole  jurisdiction  in  this  area. 
(See  Federal  Trade  Commission  Act  (the 
FTC  Act)  (15  U.S.C.  41).)  These 
comments  noted  further  that  FTC  has 
shown  its  ability  to  fulfill  its 
responsibilities  in  this  area,  citing  two 
recent  consent  agreements  secured  by 
FTC.  One  was  against  RJR  for 
advertising  that  disputed  some  of  the 
health  rislu  of  smo^ng.  (See  In  the 
matter  of  R.  /.  Reynolds  Tobacco 
Company,  113  FTC  344  (1990).)  The 
other  was  against  American  Tobacco 
Company  for  allegedly  misleading 
statements  about  tar  and  nicotine 
ratings.  (See  In  the  matter  of  The 
American  Tobacco  Company,  Dkt.  No. 
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C-3547  (Consent  Order,  January  31, 
1995).) 

On  the  other  hand,  comments  firom 
two  national  health  organizations 
alleged  that  the  fact  FTC  concluded  it 
was  unable  to  take  action  against  Joe 
Camel  demonstrates  that  the  FTC  Act,  as 
it  is  currently  being  interpreted  by  the 
Commission,  is  not  sufficient  to  protect 
American  youth  from  inappropriate 
tobacco  advertising  and  t^t  FDA, 
therefore,  needs  to  take  action  under  its 
authority. 

The  industry  comments 
misapprehend  FDA’s  citation  to  the  Joe 
Camel  campaign.  As  noted  above,  FDA 
dted  to  numerous  studies  that  had  been 
performed  by  independent  researchers . 
on  children’s  recognition  of  the  main 
character  of  a  youth  oriented  advertising 
campaign  (60  FR  41314  at  41333).  The 
agency  also  cited  to  several  documents 
that  it  had  obtained  that  indicated  that 
RJR  may  have  intended  for  its  Joe  Camel 
campaign  to  appeal  to  and  attract  yoimg 
people  (60  FR  41314  at  41330).  FDA’s 
discussion  of  the  marketing  success  of 
the  Joe  Camel  campaign  is  not  intended 
to  suggest  that  FDA  had  foimd  or 
concluded  that  the  Joe  Camel  campaign 
violated  any  law,  but  that  FDA  had 
foimd  in  that  success — tripling  Camel’s 
share  of  the  youth  market — support  for 
restricting  such  activities  in  the  future 
through  lulemaking. 

Moreover,  FTC  did  not  disagree  with 
FDA’s  use  of  the  campaign.  In  its 
comment  to  FDA  on  the  1995  proposed 
rule,  FTC  stated,  “This  decision  [by  FTC 
to  close  the  RJR  investigation  without 
issuing  a  complaint]  does  not  contradict 
FDA’s  conclusion.”  FTC  continued  that 
its  failure  to  initiate  legal  action  did  not 
“mean  that  cigarette  and  smokeless 
tobacco  advertising,  in  the  aggregate,  is 
not  one  of  a  number  of  factors  that 
‘play[s]  an  important  role  in  a  youth’s 
decision  to  use  tobacco,”’  '^2 

(14)  The  other  citation  to  the  Joe 
Camel  campaign  (60  FR  41314  at  41330) 
utilized  RJR’s  documents  to  illustrate 
the  youth  focus  of  one  advertising 
campaign  through  use  of  the  company's 
own  documents.  Some  comments 
received  from  the  tobacco  industry 
(including  one  from  RJR),  trade 
associations,  and  some  individuals 
disagreed  with  this  use  and  stated  that 
the  Camel  campaign  was  designed  to, 
and  did  in  fact,  attract  the  attention  of 


122  FTC  analyzed  the  complaint  recommendation 
before  it  under  its  unfairness  jurisdiction.  An  action 
is  unfair  if  it  causes  substantial  consumer  injury, 
without  offsetting  benefits  to  consumers  or 
competition,  which  consumers  cannot  reasonably 
avoid.  [International  Harvester,  194  FTC  949, 1070, 
1984.) 


young  adult  smokers,  aged  18  to  24. 

These  comments  stated  that  the  Joe 
Camel  campaign  was  directed  to  adult 
smokers,  specifically  existing  male 
Marlboro  smokers  aged  18  to  24.  The 
comments  stated  that  the  illustrated 
character  Joe  Qunel  was  developed  to 
reposition  the  brand  by  stressing  images 
and  characteristics,  such  as  the  “Smooth 
Moves”  image,  which  appeal  to  the 
young  adult,  particularly  male, 

Marlboro  smoker. 

Industry  comments  further  stated  that 
the  company  conducted  no  market 
research  on  nonsmokers,  and  that  the 
campaign  reached  adult  smokers  aged 
18  to  24  years.  One  comment  postulated 
that  it  is  merely  the  cartoon  form  of  Joe 
Camel  that  causes  people  to  mistakenly 
believe  that  Joe  Camel  is  child-oriented. 
It  stated  further  that  many  adult 
products  are  advertised  using  illustrated 
characters,  such  as  the  Pink  Pemther  for 
fiberglass  insulation,  Garfield  the  Cat  for 
a  hotel  chain,  Mr.  Clean  for  household 
products,  and  the  Peanuts  characters  for 
life  insurance.  Moreover,  RJR  stated  that 
it  made  efforts  to  ensure  that  the  ad 
copy  and  promotional  activity  for  Joe 
Camel  would  not  appeal  to  minors.  It 
said  that  a  skatebomti  promotion 
proposed  by  an  advertising  agency  was 
rejected  by  the  company  b(k:ause  it  was 
assiuned  that  skateboarding  is 
disproportionately  engaged  in  by 
children  and  adolescents.  Simil^ly, 
marketing  research  included  25  to  34 
year  olds  “to  serve  as  a  safety  check  to 
make  sure  that  the  concept  appeal  did 
not  skew  too  young.” 

These  comments  further  stated  that 
Joe  Camel  advertisements  were  directed 
to,  and  reached,  the  intended  market. 
Examples  of  publications  in  which  the 
Joe  Camel  advertisements  were  placed 
are  Cycle  World,  Penthouse, 

Gentleman’s  Quarterly,  and  Road  and 
Track.  Joe  Camel’s  share  of  18  to  24  year 
olds  increased  by  6.9  percentage  points, 
from  3.2  in  1986,  the  year  before  Joe 
Camel’s  inception,  to  10.1  by  the  end  of 
1994.  'The  comment  stated  that  Camel’s 
and  Marlboro’s  growth  came  at  the 
expense  of  other  brands.  These 
comments  are  consistent  with  the 
industry’s  assertion  that  this  is  the 
whole  point  of  cigarette  advertising:  to 
encourage  current  smokers  to  buy  the 
advertised  brand  either  by  switching 
brands  or  remaining  loyal  to  their 
existing  brands.  (This  comment  states 
that  because  there  is  no  evidence  that 
smoking  rates  have  risen  among 
adolescents,  there  cannot  be  a  reason  to 
believe  that  Camel’s  success  among 
adolescents  came  from  nSw,  as  opposed 
to  existing,  smokers.  See  section  III.B.  of 
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thig  document  for  a  refutation  of  the 
industry  assertion  that  smoking  ratals 
among  adolescents  are  static.) 

In  contrast,  comments  from  health 
organizations  and  concerned  citizens 
stated  that  Joe  Camel  has  been 
successful  in  attracting  imderage 
smokers.  These  comments  further  stated 
the  belief  that  the  campaign  was 
intended  to  attract  children,  citing  the 
methods  of  advertising  and  promotion 
employed  as  evidence  of  its  intention  to 
appeal  to  children.  For  example,  one 
comment  stated:  “*  *  *  T-shirts  and 
caps,  like  those  marketed  with  ‘Joe 
Camel’  are  found  in  disproportionate 
numbers  of  children.” 

FDA  continues  to  believe  that  RJR 
documents  do  illustrate  the  creation  of 
and  execution  of  a  decidedly  youth- 
oriented  campaign. 

FDA  finds  that  previously 
confidential  RJR  documents  provide 
convincing  evidence  of  the  company’s 
intention  to  attract  young  smokers  and 
so-called  presmokers  to  its  Camel  brand. 
These  dociunents,  identified  as  RJR 
marketing  dociunents  and  submitted 
diuing  the  comment  period,  reflect  a 
company  policy  that  in  order  to  grow 
and  ensure  a  profitable  futiue,  the 
company  must  develop  new  brands  that 
would  appeal  to  and  capture  a  share  of 
the  youth  market.  These  yoimg  people 
were  described  as  “presmokers”  and 
“learners”  in  RJR  marketing  language 
and  were  identified  as  being  14  to  18 
year  olds. 

While  the  documents  concerning  the 
Camel  campaign  (focus  group  reports, 
etc.)  submitted  by  RJR  to  the  rulemaking 
dodcet  do  not  identify  the  under-18 
group  as  the  company’s  target,  the 
implication  arises  from  the  company- 
submitted  documents  that  the  Camel 
campaign  was  the  logical  outgrowth  of 
the  planning  and  forecasting  contained 
in  the  heretofore  confidential  marketing 
documents. 

In  a  1972  memo  entitled  “Research 
Planning  Memorandum  on  the  Nature  of 
the  Tobacco  Business  and  the  Crucial 
Role  of  Nicotine  Therein,”  the  author, 
Claude  Tecigue  Jr.,  Assistant  Director  of 
Research  and  Development,  wrote: 

[I]t  may  be  well  to  consider  another  aspect 
of  our  business;  that  *  *  *  the  factors  which 
induce  a  presmoker  or  nonsmoker  to  become 
a  habituated  smoker.  *  *  *  He  does  not  start 
smoking  to  obtain  imdefined  physiological 
gratifications  or  reliefs,  and  certainly  he  does 
not  start  to  smoke  to  satisfy  a  nonexistent 
craving  for  nicotine.  Rather,  he  appears  to 
start  to  smoke  for  purely  psycholc^cal 
reasons — to  emulate  a  valu^  image,  to 
conform,  to  experiment,  to  defy,  to  be  daring, 
to  have  something  to  do  with  his  hands,  and 
the  like.  Only  after  experiencing  moking  for 


some  period  of  time  do  the  physiological 
"satisfactions”  and  habituation  become 
apparent  and  needed.  Indeed,  the  first 
smoking  experiences  are  often  unpleasant 
until  a  tolerance  for  nicotine  has  been 
developed.  *  *  *  [I]f  we  are  to  attract  the 
nonsmoker  or  presmoker,  there  is  nothing  in 
this  type  of  pr^uct  that  he  would  currently 
understand  or  desire.  We  have  deliberately 
played  dovra  the  role  of  nicotine,  hence  the 
nonsmoker  has  little  or  no  knowledge  of 
what  satisfactions  it  may  offer  him  and  no 
desire  to  try  it  Instead,  we  somehow  must 
convince  him  with  whoUy  irrational  reasons 
that  he  should  try  smokii^,  in  the  hope  that 
he  will  for  himself  then  discover  the  real 
“satisfactions”  obtainable. 

In  1973,  the  same  author  reported  in 
another  memo,  “Research  Plaiming 
Memorandum  on  Some  Thought  about 
New  Brands  of  Cigarettes  for  &e  Youth 
Market,”  his  thoughts  on  how  to  acquire 
a  portion  of  the  important  youth  marltet: 

(W]e  should  simply  recognize  that  many  or 
most  of  the  “21  and  under”  group  will 
inevitably  become  smokers,  and  offer  them 
an  opportunity  to  use  our 
bran(l8.Realistically,  if  our  Company  is  to 
survive  and  prosper,  over  the  long-term  we 
must  get  our  share  of  the  youth  market  In  my 
opinion  this  will  require  new  brands  tailored 
to  the  youth  market;  I  believe  it  imrealistic 
to  exp^  that  existing  brands  identified  with 
an  over-thirty  ‘establishment’  market  can 
ever  become  the  ‘in’  products  with  the  youth 
group.  Thus  we  need  new  brands  designed  to 
be  particularly  attractive  to  the  young 
smoker,  while  ideally  at  the  same  time  being 
appealing  to  all  smokers. 

Mr.  Teague  then  described  the  factors 
he  thought  must  be  taken  into  accoimt 
in  designing  a  brand  that  would  attract 
young  people: 

Sevei^  things  will  go  to  make  up  any  such 
new  “youth”  brands,  the  most  important  of 
which  may  be  the  image  and  quality-which 
are,  of  course,  interrelated.  The  questions 
then  are:  What  image?  and  What  quality? 
Perhaps  these  questions  may  best  be 
approached  by  consideration  of  factors 
influencing  pre-smokers  to  try  smoking,  learn 
to  smoke  and  become  confirmed  smokers.  * 

*  •  For  the  pre-smoker  and  “learner”  the 
physical  ef^ts  of  smoking  are  largely 
imknown,  imneeded,  or  actually  quite 
unpleasant  or  awkward.  The  expected  or 
derived  psychological  effects  are  largely 
responsible  for  influencing  flie  pre-smoker  to 
try  smoking,  and  provide  sufficient 
motivation  during  the  “learning”  period  to 
keep  the  “learner”  period  going,  despite  the 
physical  unpleasantness  and  awkwardness  of 
the  period.  *  •  *  12s 
Mr.  Teague  continues  with  some 
reasons  why  young  people  smoke  and 


123  Teague,  C,  Research  Planning  Memorandum 
on  the  Nature  of  the  Tobacco  Business  and  the 
Crucial  Role  of  Nicotine  Therein,  pp.  4-5, 1972. 

134  Teague,  C,  Research  Planning  Memorandum 
on  Some  Thought  About  New  Brands  for  Cigarettes 
for  the  Youth  Market,  p.  1, 1973. 
i*»/d.,pp.l-2. 


then  gives  advice  on  the  type  of 
advertising  campaign  that  would  appeal 
to  the  presmoker  group  based  on  these 
reasons: 

A.  Group  Identification — ^Pre-smokers  learn 
to  smoke  to  identify  with  and  participate  in 
shared  experiences  of  a  group  of  associates. 

If  the  majority  of  one’s  closest  associates 
smoke  cigarettes,  then  there  is  strong' 
psycholc^cal  pressure,  particularly  on  the 
young  person,  to  identify  with  the  group, 
follow  the  crowd,  and  avoid  being  out  of 
phase  with  the  group’s  value  system  even 
though,  paradoxically  the  group  value  system 
may  esteem  individuality.  This  provides  a 
large  incentive  to  begin  smoking. 
***** 

[The  brand’s]  promotion  should  emphasize 
togetherness,  belonging  and  group 
acceptance,  while  at  the  same  time 
emphasizing  individuality  and  “doing  ones 
own  thing.” 

B.  Stress  and  Boredom  Relief— The  teens 
and  early  twenties  are  periods  of  intense 
psychological  stress,  restlessness  and 
boredom.  Many  socially  awkward  situations 
are  encountered,  [the  documents  mentions 
smoking  gives  you  something  to  do  with  your 
hands^^d  an  ashtray  etc.] 

C  Self-Image  Enhancement — ^The  fiegile, 
developing  self-image  of  the  young  person 
needs  all  of  the  support  and  enhancement  it 
can  get.  Smoking  may  appear  to  enhance  that 
self-image  in  a  variefy  of  ways.  [Values 
mentioned  in  the  document  include 
adventurousness,  adult  image.]  If  one  values 
certain  characteristics  in  specific  individuals 
or  types  and  those  persons  or  types  smoke, 
then  if  one  also  smokes  he  is  psychologically 
a  little  more  like  the  valued  image.  This  self- 
image  enhancement  effect  has  traditionally 
been  a  strong  promotional  theme  for  cigarette 
brands  and  should  continue  to  be 
emphasized. 

D.  Experimentation — ^There  is  a  strong 
drive  in  most  people,  particularly  the  young, 
to  try  new  things  and  experiences.  This  drive 
no  doubt  leads  many  presmokers  to 
experiment  with  smcking,  simply  because  it 
is  there  and  they  want  to  know  more  about 
it  A  new  brand  offering  something  novel  and 
different  is  likely  to  attract  experimenters, 
young  and  old,  and  if  it  offers  an  advantage 
it  is  likely  to  retain  those  users, 

In  March  1976  R.  J.  Reynolds’  Research 
Department  created  a  memo  entitled, 
“Planning  Assumptions  and  Forecast  for 
the  Period  19* *-1986  for  R.  J.  Reynolds 
Tobacco  Company.”  Under  a  heading. 
The  Tobacco  Industry  and  R.  J. 

Reynolds  Tobacco  Company — 
subhaading  E.  Products — the  memo 
states: 

The  present  large  number  of  people  in  the 
18-35  year  old  age  group  represents  the 
greatest  opportimity  for  long-term  cigarette 
sales  groi^.  Young  people  will  continue  to 
become  smokers  at  or  above  the  present  rates 
during  the  projection  period.  The  brands 
which  these  beginning  smokers  accept  and 


pp.  6-7. 
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use  will  become  the  dominant  brands  in 
future  years.  Evidence  now  available  *  *  * 
indicate(s]  that  the  14  to  18  year  old  group 
is  an  increasing  segment  of  die  smoking 
population.  R)R  must  soon  establish  a 
successful  new  brand  in  this  market  if  our 
position  in  the  industry  is  to  be  maintained 
over  the  long  term. 

(Emphasis  omitted.) 

By  the  mid  to  late  1980’s,  RJR  was 
marketing  its  newly  revitalized  Camel 
brand  to  “yoimg  adults”  18  to  20  years 
old.  According  to  an  internal  memo 
cited  in  the  Wall  Street  Journal,  -2*  the 
business  plan  for  1990  had  a  single- 
minded  focus  on  getting  young  adults, 
especially  the  18  to  20  year  olds,  to 
smoke  Camels.  The  brand  was  to  be 
refocused  on  yovmg  adult  smokers,  aged 
l8  to  24  with  a  strong  emphasis  on 
males  18  to  20. 


An  R)R  spokesperson  referred  to  these 
documents  and  did  not  dispute  their  validity.  (See 
Levy,  D.,  “R]R  Memo  Targeted  Teen  Market,”  USA 
Today,  p.  ID,  October  6, 1995;  “Report:  Teen 
Cigarettes  Eyed,”  AP  Online,  October  4, 1995.); 
Planning  Assumptions  and  Forecast  for  the  Period 
197*-1986 for  R.J.  Reynolds  Tobacco  Company, 
Research  Department.  1976. 

Freedman.  A.  M.,  and  S.  L.  Huang,  “Reynolds 
Marketing  Strategy  Sought  to  Got  Young  Adults  to 
Smoke  Camels,”  Wall  Street  Journal,  p.  BIO,  col.  3, 
November  2, 1995. 

A  1984  strategic  research  document,  authored 
by  Diane  Burrows  of  R. }.  Reynolds  and  entitled 
“Younger  Adult  Smokers;  Strategies  and 
Opportunities,”  came  to  FDA’s  attention  as  a  result 
of  its  inclusion  as  an  exhibit  attached  to  a  brief  filed 
by  the  State  of  Minnesota  and  Blue  Cross  in  Ramsey 
County  District  Court  in  litigation  involving  the 
seven  tobacco  companies.  The  document  was  also 
described  in  numerous  press  accounts  of  the  event 
(e.g.,  Phelps,  D.,  and  ).  Hodges,  “Suit:  Kids  were 
focus  of  Reynolds  strategy.  Documents  filed  in 
state’s  lawsuit  against  the  tobacco  industry  show 
how  R.  J.  Reynolds  targeted  young  smokers  as 
critical  to  the  industry’s  future,”  Star  Tribune,  lA, 
July  11, 1996;  Worklan,  P.,  “R.  J.  Reynolds  Secret 
Report  Targets  Young  Adult  Market.”  Chicago 
Tribune,  N19,  July  11, 1996.)  Although  the  agency 
has  not  relied  on  this  memo  as  part  of  the 
justification  for  this  rule,  FDA  is  citing  to  it  here 
because  it  is  relevant  to  the  issues  discussed. 

The  memo  indicates  that  by  1984,  R.  J. 

Reynolds  was  beginning  to  conduct  research  on  the 
concepts  detailed  above  that  were  developed  during 
the  1970’s.  The  memo  describes  the  problem  feeing 
Reynolds  at  that  time  of  declining  market  share  and 
then  proposed  a  solution:  “RJR’s  consistent  policy 
^is  that  smoking  is  a  matter  of  fiee,  informed,  adult 
choice  which  the  Company  does  not  seek  to 
influence.  However,  in  order  to  plan  our  business, 
we  must  consider  the  effisets  those  choices  may 
have  on  the  future  of  the  Industry.  Furthermore,  if 
we  are  to  compete  effectively,  we  must  recognize 
the  imperative  to  know  and  meet  the  wants  of  those 
who  are  18  and  have  already  elected  to  smoke,  as 
well  as  those  of  older  smokers  (emphasis  added).” 

The  memo  recognizes  several  important  facts: 
“The  renewal  of  the  market  stems  almost  entirely 
from  18-year-old  smokers.  No  more  than  5%  of 
smokers  start  after  age  24. ’’Moreover,  the  memo  also 
recognizes  that:  “(t]he  brand  loyalty  of  18-year-old 
smokers  far  outweighs  any  tendency  to  switch  with 
age.  Thus,  the  annual  influx  of  18-year-old  smokers 
provides  an  effortless,  momentum  to  successful 
‘first  Iwands’.” 


Documents  submitted  by  RJR  in  its 
comment  detail  its  plans  for  developing 
and  promoting  Joe  Camel  as  the 
spokescharacter  for  the  brand.  In 
language  reminiscent  of  the  1973 
Teague  memo.  RJR  reemphasized  the 
importance  of  the  yotmg  adult  smokers 
(which  RJR  nicknamed  the  “YAS”) — 
noting  that  only  5  percent  of  smokers 
start  after  age  24.  ^20  'phe  paper  noted 
that  40  percent  of  the  “virile”  segment 
have  made  a  brand  choice  at  age  18 — 
a  brand  to  which  they  will  be  loyal  for 
years  or  throughout  ^eir  smoking 
career.  Thus,  although  this  document 
describes  the  YAS  as  18  to  24  year  olds, 
the  company’s  interest  appears  to  have 
been  with  those  younger  ^an  18  who 
are  in  the  process  of  selecting  their  first 
brand,  the  14  to  18  year  olds  described 
by  Teague. 

In  addition,  the  problem,  the  White 
Paper  emphasized,  was  that  Camel 
needed  a  facelift  to  make  it  relevant  to 
this  YAS  group.  Reseeuch,  they  noted, 
indicates  that  YAS  see  advertising  as 
“yoimger  adult  oriented”  when  it  is 
speaking  directly  to  them.  Therefore, 
advertising  needed  to  be  developed  to 
spe£ik  to  the  target  audience,  to  appeal 
to  the  “hot  buttons”  of  young  people 
such  as  to  “escape  into  imagination.” 
“Fantasy  to  these  smokers  can  mean 
imagining  a  place  to  escape  to  or  an 
image  of  yourself  that  is  better  than 
reality.” 


These  “first  brands”  were  identified  as  those 
which  appeal  to  the  18-year-old  smoker  rather  than 
switchers  ages  19-24. 

The  memo  identifies  additional  factors  that  had 
to  be  considered  in  this  calculus:  (1)  Although  18- 
to  24-year-old8  account  for  a  very  small  part  of 
market  share,  this  age  group  represents  the  future 
of  a  brand.  Those  young,  brand  loyal  smokers  who 
now  consume  very  few  cigarettes,  will  consume 
more  cigarettes  with  age  and  generally  remain  loyal 
to  this  first  brand,  its  brand  family  or  to  the 
company;  (2)  Although  young  smokers  are  easier  to 
switch  thai\  older  smokers,  a  brand  can  cot  rely 
exclusively  on  switching  younger  smokers  to 
produce  a  lasting  brand  equity — the  major  and  most 
important  share  advantage  available  to  a  company 
is  to  have  a  cigarette  brand  relevant  to  young  people 
and  accepted  by  them  as  their  “first  br^d.” 

The  reports’s  recommendation  was  to  research 
and  capitalize  on  the  factors  and  strategies  which 
have  bMn  successful  with  youth  brands  of  the  past. 
This  would  require  devote^  substantial  resources 
to  identifying  and  tracking  values,  wants,  and 
media  effectiveness  relevant  to  younger  people. 
Because  of  the  sensitivity  of  this  young  mar^t,  the 
memo  continued:  “brand  development/ 
management  should  encompass  all  aspects  of  the 
marketing  mix  and  maintain  a  long  term,  single- 
minded  focus  to  all  elements-product,  advertising, 
name,  packaging,  media,  promotion  and 
distribution.  (Emphasis  omitted)” 

This  must  include,  the  memo  stated,  a  careful 
emphasis  on  the  “imagery  and  product  positives” 
relevant  to  “yoimger  adults.” 

'“"White  Paper,”  Camel  Advertising 
Development,  p.  1,  undated. 


The  YAS  group  also  relates  to 
excitement  and  fun,  noted  the  White 
Paper:  “Younger  adults  center  their 
lives  on  having  fim  in  every  way 
possible  and  at  every  time  possible. 

Their  definition  of  success  is  'enjoying 
today’  which  differentiates  them  firom 
older  smokers.  Advertising  which 
incorporates  an  ‘exciting’,  ‘fun’, 
‘humorous’  theme  provides  a  way  for 
these  smokers  to  ‘feel  good’  about  the 
message.” 

By  1988  RJR  was  testing  its  new  ideas 
about  Clamel.  It  described  the  results  in 
a  Marketing  Research  Report,  entitled 
Camel  “Big  Idea" Focus  Groups — 

Round  //dated  September  21, 1988,  and 
written  by  M.  R.  Bolger.  The  group  was 
composed  of  male  Marlboro  smokers 
ages  18  to  34.  Two  groups  were  men  18 
to  20,  two  groups  were  21  to  24,  and  one 
group  was  age  25  to  34  to  serve  as  a 
“safety  check”  to  make  sure  the  concept 
did  not  skew  too  yoimg.  Various  themes 
were  tested  and  one,  “Smooth  Moves,” 
was  received  best  by  the  younger 
portion  of  the  target — ^those  that  had 
fewer  responsibilities,  are  single,  and  go 
to  parties.  The  focus  groups  also  showed 
that  premiums  (nontobacco  items) 
performed  best  among  the  younger 
portion  of  the  group.  Older  smokers 
were  more  discerning  and  saw  the  items 
as  being  of  little  value  to  them, 

What  resulted  from  this  research  was 
the  Joe  Camel  campaign,  an  unusually 
successful  effort,  particularly  with  the 
group  that  RJR  research  documents 
discussed — ^the  14  to  18  year  olds.  Thus, 
RJR  appears  to  have  used  its  research  on 
18  to  20  year  olds  to  its  advantage  with 
the  14  to  18  year  old  group — a  group 
who  shares  many  of  the  same  interests 
and  “hot”  buttons  of  the  older  group. 
These  internal  dociunents  complement 
those  dted  in  the  preamble  to  the  1995 
proposed  rule.  In  the  preamble  to  the 
1995  proposed  rule,  FDA  described  two 
letters  from  RJR  sales  managers  about 
the  placement  of  YAS  [Clamel] 
merchandise.  Both  letters  stated  that 
high  school  neighborhoods  were  a  likely 
location  for  YAS.  RJR,  in  its  conunents 
to  the  proposed  rule,  stated  that  those 
two  letters  were  mistakes.  However, 
these  latest  documents  rebut  RJR’s 
comment.  The  mistake  made  by  the  two 
sales  representatives  was  in  speaking 
too  clearly  of  the  company’s  intention. 

“Reg” — ^The  second  campaign 
reviewed  by  FDA  was  the  “Reg” 
campaign  used  in  the  United  Kingdom. 
One  comment  took  issue  with  FDA’s 
claim  that  the  “Reg”  campaign  was 


'S'  Bolger,  M.  R.,  “Camel  'Big  Idea’  Focus 
Qoupa — Round  ff.”  Marketing  Research  Report, 
September  21, 1988. 
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particularly  eSactive  with  Btidah 
adolescents  and  argued  that  the  study 
that  FDA  relied  on  was  based  on 
unreliable  evidence  and  is  not 
i^plicable  to  American  adolescents.  Ihe 
comment  contended  that  there  was  no 
evidence  to  show  that  lildng  the  "Reg” 
character  caused  children  to  smoke  and 
argued  instead  that  children  who 
smoked  came  to  like  “Reg.”  The 
comment  also  argued  that  the 
recognition  task,  described  in  the  study, 
eras  too  suggestive  and  biased,  and 
suggested  that  the  young  people  were 
primed  and  pressured  to  say  they  had 
seen  the  advertisements  during  “games” 
that  they  say  took  place  before  the 
recognition  task. 

Firrt,  comment  is  wrong.  Games 
were  played  during  another  portion  of 
the  study,  not  the  one  referenced.  The 
comment  confused  tho  quantitative 
survey  with  the  qualitative.  Second, 
evidence  horn  England  about  youth 
smoking  habits  is  no  less  probative  than 
evidence  from  the  United  States,  as  it 
provides  insights  into  children’s 
smoking  behavior. 

Srooldng  Trmds — ^A  few  comments 
were  criti^  of  the  study  of  trends  in 
the  smoking  initiation  study,  which 
foimd  a  temporal  relationship  between 
advertising  targeted  at  women  and 
rising  initiation  rates  among  girls  and 
young  women.  The  prin^pal 
criticisms  were  that  the  authors  feiled  to 
examine  the  actual  advertising 
campaigns  in  question,  that  FDA  foiled 
to  consider  ahemative  explanations  frv 
the  study’s  findings,  and  that  the  study’s 
measures  were  subjective  and 
unreliable. 

In  response,  the  agency  reiterates  that 
it  did  not  cite  to  this  Study,  or  any  one 
study,  as  “prooT’  that  advertising  during 
this  period  “caused”  a  rise  in  smoking 
initiation.  The  study  was  provided  as 
one  example  of  targeted  mailmting  being 
“assodat^”  with  increases  in  cigarette 
consumption  among  yoimg  people.''^  A 
logical  inference  to  be  drawn  from  the 
cumulative  effect  of  such  studies  is  that 
advertising  does  play  a  role  in  young 
people’s  smoking  behavior. 

e.  Evidence  that  youth  brand  choices 
are  related  to  advertising.  Virtually  all 


J.  P.,  L.  La*,  and  E.  A.  Qlpin, 
“Smoking  Initiation  bjr  Adolaacant  Girla.  1944 
through  1988.  An  Aaaociation  with  Taigalad 
Adaactiaing,”  JAMA,  voL  271.  pp.  608-611. 1994. 

*■*  A  man  aophiaticatad  exanq>la  of  this  typa  of 
tima  aarias  analysis  was  pubiishad  by  tha  FTC  to 
show  diat  hoahh  claims  in  Cood  adnrdsing  could 
han  a  beneficial  effect  npon  people's  consumption 
of  high  fiber  fanekfiat  csseals.  (IppoUto,  P..  and  A. 
Mathios,  Heakb  OaboB  in  Advettidug  and 
IjtbeUn^AStudyaftheCemallikukat,Banauat 
BcoDomics  Staff  Report.  FTC.  August  1989.) 


of  the  comments  from  the  tobacco 
industry  claimed  that  dgaretfe  and 
smokeless  tobacco  manufacturers 
maricet  their  products  solely  to  adults. 
They  dispute  the  findings  of  studies, 
cited  by  FDA  in  the  preamble  to  the 
1995  proposed  rule,  examining 
advertising  campaigns  that  had  be«i 
particulariy  effective  with  children.  In 
addition,  i^iile  the  cmnmeuts 
acknowledged  that  younger  smokers  are 
the  intend^  targets  for  some  cigarette 
advertising,  they  argued  that  only 
younger  smokers  of  legal  age  were 
targeted. 

In  the  preamble  to  the  1995  proposed 
rule,  FDA  presented  a  number  of  studies 
showing  that  youth  cigarette  brand 
choices  are  related  to  advertising. 

These  studies  showed  that  young  people 
smoke  many  fewer  brands  than  adults, 
and  that  their  choices  are  directly 
related  to  the  amount  and  kind  of 
advertising.  While  88  percent  of  youths 
who>smoke  choose  the  three  most 
advertised  brands,  the  most 
cxmimonly  smoked  cigarettes  (39 
percent)  among  adult  smokers  are 
brandless  (i.e.,  private  label,  generics,  or 
plain  packaged  products).  Another 
study  found  that  f:hildren  who  smoke  as 
^  few  as  one  cigarette  per  week  can 
identify  a  preferred  brand. 

One  comment  argued  that  the  GDC 
study  that  found  that  most  diildren 
smoire  the  three  most  advertised  brands 
showed  only  a  correlation  between 
advertising  expenditures  and  brand 
preferences,  and  that  the  data  did  not 
even  support  this  correlation 
consistently.  The  comment  noted  that 
the  data  on  which  these  findings  were 
based  included  18  year  olds,  who  are  of 
l^al  age  to  smdce.  The  comment  also 
contmided  that  the  data  did  not  allow  a 
determination  of  what  came  first: 
Changes  in  advertising  e;q>enditures  or 
chan^  in  brand  preference 
(diie^onality). 


1*4  “CuiToat  Trends:  Changes  in  the  dgsratte 
Kand  Pietmnoea  of  Adolaacant  Smokers— United 
States.  1989-1993,”  kOdWR.  CDC,  voL  43.  pp.  577- 
581.  August  19, 1994;  Golditoin,  A.  O..  P.  1^ 
nsdier,  J.  W.  lUchords.  and  O.  Cieten, 

“Relatinnship  Between  High  School  Student 
Smoking  and  Recognition  of  Qgaiette 
AdvwttimBtuats."  foumal  of  Padiatrics,  voL  110,  pp. 
488-491, 1967. 

IS*  “Current  Tlends:  Changes  in  the  Qgiretto 
Brand  Preferancee  of  Adolescent  Smokace  United 
States.  1989-1993.”  UMWR.  CDC.  voL  43.  pp.  577- 
581,  August  19. 1994. 

***Teinowitz.  L,  “Add  iqR  to  List  of  Qg  Price 
Cuts,”  Advertising  Age,  pp.  3  and  46,  April  28. 

1993. 

>ss  Goldstein.  A.  a.  P.  M.  Rsdier.  J.  W.  Richards, 
and  D.  Qeten.  "Relationship  Between  High  School 
Student  Smoking  and  Racogirition  of  Ogaratta 
AdvectiaemenU,”  foamal  of  Pediatrics,  soL  110,  pp. 
488-491, 1987. 


The  same  comment  also  criticized  the 
study  indicating  that  children  who 
smoke  as  few  as  one  dgerette  per  week 
can  identify  a  preferred  brand.  In 
addition  to  pointing  out  that  the  study 
did  not  demonstrate  a  causal 
relationship  and  that  the  sample  was 
not  generaUzable,  the  comment  argued 
that: 

*  *  *  other  research  has  found  that 
adolescents  smoke  a  smaller  numhm  of 
difierent  brands  than  do  adults,  [the 
researchers]  tested  tmly  the  correlation 
between  adolescent  smoking  and  advertising 
recognition.  [The  researcher)  did  not  know 
whi^  bcands  the  adolescents  in  this  study 
smoked,  [emphasis  in  miginal] 

Contrary  to  the  comment,  these 
studies  are  evidence  that,  when  * 

considered  together,  form  a  coherent 
pattern  that  establishes  the  role  that 
advertising  plays  in  young  people’s 
smoking  b^avior. 

The  CDC  study  provides  evidence 
of  young  people’s  smoking  choices. 
Neither  the  fact  that  the  data  included 
18>year-olds  nor  the  question  of 
directionality  is  sufficient  to  invalidate 
the  study’s  utility.  While  the  data 
available  for  the  study  contained  18- 
yearKild  use,  there  is  little  dififorence 
between  17-  and  18-year-old  cigarette 
use;  certainly  not  enough  to  invalidate 
the  general  finding  that  underage  and 
18-year-old  smokers  choose  the  three 
most  heavily  advertised  brands.  The 
issue  of  directionality  of  the  results  is 
no  more  important.  *1110  results  showed 
that  young  people  chose  cigarettes  that 
are  heavily  advertised,  not  ones  that  are 
cheap  or  low  tar,  etc.  The  CDC  study,  as 
noted,  did  not  prove  causality — it  was 
not  intended  to  and  it  did  not. 

The  comment’s  criticism  of  the  study, 
which  involved  children  who  smoke  as 
few  as  one  cigarette  a  week,  is  not 
correct.  The  researchers  did  know  the 
brands  that  the  adolescents  in  the  study 
smoked.  “Fifty-two  percent  of  all 
studmits  who  had  used  cigarettes 
identified  a  single  preferr^  brand  *  * 

*.  One  brand  of  cigarettes  (Marlboro) 
accounted  fm  76%  of  all  preferred 
brands.”  The  study’s  finding  is 
consistent  with  every  other  study  of 
adolescent  brand  preference:  Marlboro 
is  the  number  one  brand  choice. 

The  effect  of  advertising  on  brand 
choice  by  young  people  is  important.  It 
shows  that  young  people  choose  the 
imagery  of  the  two  or  three  most  highly 
advertfaed  brands  to  smoke,  brands  that 
provide  specific  definitions  of  a  user. 


***“Ciiir«pt  Tr»nd«:  Changca  in  the  Cigarette 
Brand  PratarancM  of  Adolaacant  Snudura — United 
Stateo.  1989-1993.”  MhtWR,  CDC  voL  43.  pp.  577- 
581.  August  19, 1994. 
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The  choice  pennits  the  user  to  adopt  the 
image  created  by  the  brand. 

f.  The  Canada  advertising  case.  A 
series  of  comments  raises  new  issues 
not  considered  in  the  preamble  to  the 
1995  proposed  rule. 

The  September  1995  decision  of  the 
Supreme  Court  of  Canada  on  the 
Ca^dian  Tobacco  Products  Control  Act 
CTPCA),  enacted  to  r^ulate  tobacco 
advertising  and  promotion  in  Canada, 
prompted  several  comments,  primarily 
firom  the  tobacco  industry,  llie  TPCA 
banned  all  tobacco  advertising, 
restricted  the  promotion  of  tobacco 
products  and  required  packaging  to 
display  prominent  unattribu^  health 
messages  and  toxic  constituent 
information.  As  soon  as  the  TPCA  was 
enacted  in  1988,  the  tobacco  companies 
challenged  the  act  as  xmconstitutional. 
On  September  21, 1995,  the  Supreme 
Court  of  Canada  found  that  Parliament 
had  the  criminal  law  poiver  to  legislate 
regarding  the  advertising  and  promotion 
of  tobacco  products,  but  that,  based  on 
the  record  developed  in  the  coiut  below, 
the  restrictions  on  advertising  and 
promotion  violated  the  tobac^ 
companies’  fireedom  of  expression 
guaranteed  to  all  Canadians.  Several  of 
the  key  sections  of  the  TPCA  were 
struck  down  by  the  Canadian  Supreme 
Court.  The  Canadian  court  ruled  that  the 
government  had  failed  to  demonstrate 
that  the  restraints  regarding  advertising, 
promotion,  and  labeling  were 
reasonable  and  justified  restrictions  on 
fireedom  of  expression. 

The  Canadian  court  also  found  that 
the  government  had  failed  to 
demonstrate  that  less  intrusive 
measures,  falling  short  of  a  complete 
restriction  on  advertising  and 
promotion,  would  be  less  efiective  in 
protecting  young  people  from 
inducements  to  use  tobacco  products. 
Further,  the  Canadian  court  foimd  that 
the  government  had  failed  to  show  that 
unattributed  health  messages  were 
required  to  achieve  its  objective  of 
reducing  tobacco  consumption.  Finally, 
the  Canadian  court  decid^  that  there 
was  no  rational  connection  between 
prohibiting  a  tobacco  product  trademaric 
on  a  nontobacco  product  and  the 
objective  of  the  TPCA.  The  decision  left 
the  advertising  and  promotion  of 
tobacco  products  substantially 
unregulated  in  Canada. 

Bemuse  of  some  similarities  between 
the  raniicHan  federal  tobacco  control 
strategy  and  FDA’s  proposed  regulation, 
some  comments  suggested  that  the 


BJR4i4acDonald,  Inc.  v.  Canada  (Attorney 
General),  S.Ct  of  Canada,  100  CCC  3d  449,  Sept 
21. 1995. 


opinions  of  the  Canadian  court  are  a 
b^is  for  rejecting  actions  and  laws 
targeting  lawfril  tobacco  advertising, 
particululy  FDA  proposed  regulations. 
Moreover,  the  comments  said  that  the 
Canadian  court  concluded  that  the 
proposed  prohibition  on  tobacco 
advertising  could  not  be  sustained 
because  it  “frdled  the  rational 
connection  test”  in  that  there  was  no 
causal  coimection  “whether  based  on 
direct  evidence  or  logic  and  reason” 
justifying  the  law  (100  CCC  3d.  449, 
Charter  of  Rights). 

In  contrast,  one  comment  suggested 
that  the  ruling  on  this  case  is  consistent, 
with  FDA’s  onphasis  on  reducing  image 
advertising  directed  towards  young 
people.  The  comment  stated  that  FDA’s 
focus  fits  the  Canadian  court’s  decision 
and  had  the  Canadian  government 
restricted  image  advertising  rather  than 
banning  all  advertising,  it  would  have 
upheld  the  regulation. 

FDA  does  not  find  the  decision  of  the 
Canadian  court  to  be  contrary  to  its 
findings.  The  Canadian  court  did 
recognize  that  image  or  lifestyle 
advertising  can  a^ct  overall 
consumption.  Moreover,  contrary  to  the 
comment’s  suggestion,  the  court 
specifically  recognized  that:  “measures 
*  *  *  to  prohibit  advertising  aimed  at 
chi  ldren  and  adolescents  *  *  *  would  be 
a  reasonable  impairment  of  the  right  to 
free  expression,  given  the  important 
objective  and  the  legislative  context” 
(100  C.CC  3d.  449). 

Finally»FDA  has  considered  a  much 
larger  quantity  of  evidence  than  that 
wltich  was  before  the  Canadian  court, 
including  the  evidence  concerning 
nontobacco  item  ownership  by  young 
people  and  the  materials  received 
during  the  comment  period.  The  latter 
included  the  heretofore  confidential  or 
secret  documents  from  RJR's  mariceting 
department  and  also  those  concerning 
the  results  of  RJR’s  focus  groups,  which 
showed  that  interest  in  nontobacco 
items  was  highest  among  the  young. 
Thus,  FDA  considered  a  much  fuller 
record  than  that  before  the  Canadian 
court.  Moreover,  the  comment  period 
provided  the  agency  with  additional 
evidence  concerning  various  proposed 
provisions.  FDA’s  &ial  rule  is  thus 
based  on  a  very  complete  and  full 
record  and  its  decisions  are  well 
justified. 

g.  Roberts  and  Samuelson. 

Concerning  the  effect  of  advertising  on 
consiunption  patterns,  one  study  not 
considered  by  the  court  in  Canada,  but 
cited  by  FDA  in  the  preamble  to  the 
1995  proposed  rule,  was  an  econometric 
analysis  employed  Roberts  and 


Samuelson  to  show  that  advertising 
can  increase  the  market  demand  for 
tobacco  products.  The  study  measured 
the  effect  on  brand  share  and  marimt 
size  of  advertising  for  low  and  high-tar 
cigarettes.  The  re^ts  indicated  that 
advertising  for  low  tar  cigarettes  did 
increase  overall  maricet  size. 

The  study  looked  at  the  question  of 
the  effect  of  advertising  not  from  the 
viewpoint  of  the  consumer,  but  firom  the 
producer’s  perspective— how  much 
should  a  firm  invest  in  advertising  in 
order  to  maximize  its  profits.  A 
predicate  assumption  is  that  a 
manufacturer  wovdd  not  invest  in 
advertising  if  the  cost  did  not  produce 
a  return.  Tlus  study  also  was  conducted 
by  independent  economists  and 
appeared  in  a  peer  reviewed  journal. 

Several  comments  criticized  the  study 
as  an  “ambitioxis  failure.”  The  industry 
comments  criticized  the  study  on  the 
following  grounds:  The  study 
inappropriately  measmes  the  level  of 
advertising  in  messages  and  not  in 
expenditures,  and  the  study  had 
inadequacies  in  some  assumptions  and 
in -the  data  and  these  flaws  thus  call  into 
question  the  study’s  results.  Moreover, 
the  comments  alleged  that  misallocation 
of  advertising  expenditures  may  have 
biased  the  results.  The  results  of  the 
study  show  that  advertising  for  low  tar 
cigarettes  had  a  beneficial  effact  on  the 
overall  level  of  consumption,  but  that 
the  same  effect  did  not  occur  for  high  tar 
cigarette  advertising.  The  comments 
noted  that  yotmg  people  do  not 
consume  low  tar  cigarettes,  and 
therefore  the  results  are  irrelevant  to  a 
discussion  of  youth  smoking.  Moreover, 
the  comments  said  that  the  results  are 
not  generalizable  to  all  cigarette 
advertising.  Finally,  the  conunents  said 
that  population  growth  may  have 
accounted  for  the  finding  of  a 
relationship  between  advertising  and 
consumption. 

The  agency  disagrees  with  the 
criticisms  of  this  study  and  finds 
instead  that  it  is  persuasive  evidence  of 
the  offsets  of  tobacco  advertising  for 
low-tar  cigarettes  on  the  overall  market. 
In  answer  to  the  first  criticism,  the  study 
used  messages  instead  of  expenditures 
as  a  measure  of  advertising  in  order  to 
increase  the  accuracy  of  the  analysis.  It 
is  the  messages  actually  seen  by  a 
consumer,  and  not  the  amount  spent  by 
the  company  on  advertising,  that  is 
more  relevant  in  assessing  the  effect  of 
advertising.  If  the  cost  of  advertising 


Roberts,  M.  J.,  and  L.  Samuelson.  “An 
Enq>irical  Analysis  of  Dynamic,  Nonprice 
Competition  in  an  Oligopolistic  Industry.”  Rand 
Journal  t^Economict,  voL  19.  pp.  200-220, 198a 
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were  to  go  up,  and  thus  firms  wovild 
have  to  pay  more  for  fewer  messages,  we 
would  not  expect  to  find  a  greater  effect 
on  consumers,  which  was  the  effect 
shown  by  the  study. 

The  second  issue,  that  there  vrare 
flaws  in  the  study,  is  similarly  not  fatal. 
As  noted  in  section  VI.D.4.d.  of  this 
dociunent,  each  study  utilizes  the  best 
data  and  methods  available  at  the  time. 
This  may  not  be  the  perfect  study,  but 
its  flaws  are  minor  and  do  not  affect  its 
usefulness.  Moreover,  one  major 
criticism  was  with  the  advertising 
variable  and  as  noted  more  fully  in 
section  VI.D.6.a.  of  this  doounent  data 
on  advertising  expenditiues  are 
generally  considered  trade  secrets  by  the 
companies.  Thus,  independent 
researchers  have  to  use  whatever  data 
are  available,  even  if  they  are  not 
perfect.  If  the  industry  wanted  to  ensiure 
more  complete  studies,  it  could  release 
old  data  relevant  to  advertising 
expenditures. 

Third,  the  comments  complain  that 
the  focus  of  the  study,  low-tar 
advertising,  limits  the  applicability  of 
the  results.  However,  the  fact  that  this 
study  found  that  advertising  for  low-tar 
cigarettes  increased  the  market  is  not  a 
li^tation  that  restricts  the  results  to 
that  one  example.  The  importance  of  the 
results  is  that  the  study  shows  that 
advertising  in  this  oligopolistic  industry 
can  affect  the  market  si2».  The  purpose 
of  dividing  the  market  into  high-  and 
low-tar  advertising  was  an  attempt  to 
isolate  the  effect  of  advertising  for  each 
of  the  product  classes. 

Fou^.  the  comments  expressed 
concern  about  the  possibility  of 
population  growth  as  an  intervening 
factor.  Popidation  growth  should  not 
have  affected  the  results  as  growth 
would  have  affected  the  hi^-tar  market 
as  well  as  the  low-tar  market,  a 
consequence  that  did  not  occur. 

FDA  concludes  that  this  study 
presents  excellent  evidence  of  the  effect 
of  advertising  on  consmnption  patterns 
and,  that  it  would  have  provided  quite 
supportive  evidence  before  the  Canada 
court  for  advertising  restrictions. 

h.  The  African-American  youth 
market.  Referring  to  the  declining 
African  American  youth  tobacco  market, 
several  comments  argued  that  FDA’s 
tentative  finding  in  the  preamble  to  the 
1995  proposed  rule  on  the  relationship 
between  outdoor  cigarette  advertising 
and  tobacco  consumption  by  young 
people  is  incorrect.  Comments  said  that 
if  cigarette  advertising  increases  the 
prevalence  of  smoking  among  yoimg 
people,  the  percentage  of  African- 
American  young  people  who  smoke 


should  be  equivalent  to  that  of  whites, 
because  African-American  young  people 
see  as  much  or  more  cigarette 
advertising  than  do  whites.  However, 
smoking  rates  for  young  African- 
Americans  are  much  lower  than  for 
white  yoimg  people.  One  comment 
further  indicated  that  African- American 
young  people’s  decision  to  smoke  may 
be  more  responsive  to  peer  influence 
and  parental  and  community  advice 
than  cigarette  advertising. 

It  is  unclear  why  African-American 
young  people  do  not  use  tobacco  at  the 
same  rate  as  white  young  people.  It  is 
surely  not  that  their  parents  smoke  less; 
the  smoking  rate  among  African- 
American  adults  is  26  percent,  almost 
the  same  rate  as  for  white  adults. 
Whatever  may  be  the  reason  (and  it  is 
imknown)  for  the  lower  smoking  rates 
among  youth  among  that  segment  of  the 
population,  it  does  not  provide 
sufficient  evidence  against  advertising 
restrictions  when  other  evidence  shows 
that  advertising  does  affect  children’s 
decisions  to  use  tobacco  products. 

i.  The  evidence  relating  to  smokeless 
tobacco.  A  couple  of  comments  argued 
that  FDA  had  presented  insufficient 
evidence  regarding  the  effect  of 
advertising  on  the  decision  to  use 
smokeless  tobacco.  One  joint  comment 
from  the  smokeless  tobacco 
manufacturers  stated: 

The  studies  cited  by  the  agency  regarding 
cigarette  advertisements  and  smoking  are  all 
either  highly  flawed,  biased,  or  simply  do  not 
support  the  agency’s  hypothesis.  *  *  *  Even 
more  troubling — and  from  the  standpoint  of 
sustaining  its  legal  obligation,  a  fatal  flaw — 
is  the  agency’s  audacity  to  propose  a  virtual 
ban  on  advertising  for  smokeless  tobacco 
products  without  even  deigning  to  build  a 
case. 

The  comment  is  correct  that  there  is 
less  evidence  available  regarding 
smokeless  tobacco  advertising  practices 
and  smokeless  toliacco  use. 

Nevertheless,  the  record  contains 
sufficient  evidence  to  provide  a  basis  for 
applying  the  advertising  restrictions  in 
the  1995  proposed  rule  to  smokeless 
products.  In  the  preamble  to  the  1995 
proposed  rule  (60  FR  41314  at  41331), 
reference  was  made  to  the  remarkably 
successful  regeneration  of  the  smokeless 
tobacco  mtirket  by  U.S.  Tobacco  (UST), 
the  leading  smokeless  tobacco  company, 
in  the  1980’s.  In  the  1970’s,  the  segment 
of  the  population  with  the  highest  use 
of  these  products  was  over  age  50,  and 
young  men  were  among  the  lowest. 
Fifteen  years  later,  there  had  been  a 
tenfold  increase  in  the  use  of  smokeless 


i'*!  “Cigarette  Smoking  Among  Adulta — United 
States-,  1993,”  MMWR.  CDC,  vol.  43,  pp.  925-930, 
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tobacco  by  young  men,  whose  use 
became  double  that  of  men  over  50.  The 
preamble  to  the  1995  proposed  rule 
attributed  that  increase  to  the  concerted 
advertising  and  marketing  efforts  of 
UST. 

As  detailed  more  fully  in  the 
preamble  to  the  1995  proposed  rule  (60 
FR  41313  at  41331),  officials  at  UST 
held  a  marketing  meeting  in  1968 
where,  according  to  the  Wall  Street 
Journal,  the  vice-president  for  marketing 
said,  “We  must  sell  the  use  of  tobacco 
in  the  mouth  and  appeal  to  yoimg 
people  ***  we  hope  to  start  a  fad.’’ 
Another  official  attending  the  same 
meeting  was  quoted  as  saying,  “We 
were  looking  for  new  users-younger 
people  who,  by  reputation,  wouldn’t  try 
the  old  products.’’ 

Later,  Louis  Bantle,  the  chairman  of 
the  board  of  UST,  described  the  reason 
that  so  many  young  males  use 
smokeless  tobacco,  “I  think  there  are  a 
lot  of  reasons,  with  one  of  them  being 
that  it  is  very  ‘macho;.’’  UST’s 
advertising  utilized  the  themes  that  play 
well  with  ‘macho’  boys — ^rugged 
masculine  images — and  utilized  heros  to 
this  group — ^professional  athletes.  Bantle 
described  the  success  of  this  program 
thus:  “In  Texas  today,  a  kid  wouldn’t 
dare  to  go  to  school,  even  if  he  doesn’t 
use  the  product,  without  a  can  in  his 
Levis.’’ 

’The  UST  program  also  utilized  a 
promotional  program  that  it  called 
“graduation  strategy’’: 

UST  distributes  free  samples  of  low 
nicotine-delivery  brands  of  moist  snuff  and 
instructs  its  representatives  not  to  distribute 
free  samples  of  higher  nicotine-delivery 
brands.  The  low  nicotine-delivery  brands 
also  have  a  disproportionate  share  of 
advertising  relative  to  their  market  share.  For 
example,  in  1983,  Skoal  Bandits,  a  starter 
brand,  accounted  for  47  percent  of  UST’s 
advertising  dollars,  but  accoimted  for  only  2 
percent  of  the  market  share  by  weight.  In 
contrast,  Copenhagen,  the  hipest  nicotine- 
delivery  brand,  had  only  1  percent  of  the 
advertising  expenditures,  but  50  percent  of 
the  market  share.  This  advertising  focus  is 
indicative  of  UST’s  “graduation  process”  of 
starting  new  smokeless  tobacco  product  users 
on  low  nicotine-delivery  brands  and  having 
them  graduate  to  higher  nicotine-delivery 
brands  as  a  method  of  recruiting  new, 
younger  users. 

(60  FR  41314  at  41331) 

Therefore,  the  agency  disagrees  with 
the  assertion  that  it  has  presented  no 
evidence  to  support  restricting 
smokeless  tobacco  advertising.  In  fact,  it 
finds  the  graduation  strategy  to  be 
strong  evidence  of  the  effectiveness  of 
advertising  in  targeting  young  people  to 
become  new  users  and  consistent  with 
and  supported  by  the  general 
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discussion,  see  sections  VI.B.  and  VI.D. 
of  this  document. 

4.  Why  Yoimg  People  Use  Tobacco  and 
the  Role  of  Advertising  in  That  Process 

(15)  Regardless  of  the  evidence  cited 
in  section  VI.D.3.  of  this  document, 
many  comments  argued  that  children 
start  to  smoke  and  use  smokeless 
tobacco  because  of  influences  on  them 
other  than  advertising,  primarily  the 
influence  of  their  friends  and  peers. 

a.  Why  young  people  use  tobacco.  One 
comment  cited  studies  showing  that 
yoimg  people  who  were  most  l^ely  to 
be  smokers  were  those  who  were 
particularly  rebellious  or  prone  to 
deviant  behavior.  and  said  that  it  was 
coimterintuitive  that  yoimg  people 
fitting  these  profiles  would  w€mt  to 
conform  to  what  advertising  portrayed 
as  desirable. 

Conversely,  many  comments  said  that 
cigarette  advertising,  like  all  advertising 
portrays  highly  attract]^  images.  One 
comment  stated  that  wiRn  young 
people’s  peers  are  also  smoking,  this  can 
serve  to  personalize  the  images  and 
make  them  relevant  for  their  own  lives, 
and  cause  them  to  have  favorable 
impressions  about  their  friends  who 
smoke. 

One  comment  argued  further  that 
children  smoke  bemuse  they  hope  to 
convey  a  positive  self-image.  Hence, 
young  people  may  be  particularly 
vulnerable  to  being  influenced  by  the 
attractive  images  presented  in  cigarette 
and  smokeless  tobacco  advertising. 

Specifically,  the  same  comment  cited 
numerous  studies  that  indicate  that 
many  young  people  smoke  because  they 
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hope  to  convey  a  positive  image. 

Based  on  these  studies,  the  comment 
stated:  "Image  or  impression 
management  (Schlei^er,  1980)  has  great 
utility  for  young  people  as  they  struggle 
for  social  acceptance  and  autonomy 
(citations  omitted).’’ 

Finally,  the  comment  described  the 
developmental  aspects  of  adolescents 
that  are  relevant  to  this  issue: 

With  respect  to  developmental  aspects  of 
adolescence,  there  are  two  related  factors  that 
make  adolescents  especially  vulnerable  to 
being  influenced  by  tobacco  advertising. 

First,  adolescents  are  typically  beginning  to 
focus  on  peer  group  interactions  more  than 
on  fomily  interactions  (e.g..  Brown  et  al., 
1986),  which  they  may  likewise  value  to  a  far 
greater  extent.  Second,  tobacco  use 
constitutes  a  "temporal  trap”  (Messick  and 
McClelland,  1983)  in  the  sense  that  the  peer 
group  benefits  of  tobacco  use  are  immediate, 
while  the  negative  consequences  in  terms  of 
health  outcomes  are  so  for  into  the  future  that 
many  adolescents,  who  often  see  themselves 
as  invulnerable  even  in  the  present,  would 
consider  them  to  be  irrelevant  Furthermore, 
the  negative  social  consequences  of  tobacco 
use  in  adulthood  (i.e.,  social  stigmatization  * 
*  *)  are  also  unimportant  to  adolescents  at 
the  time  they  are  making  the  decision  to  use 
tobacco  products. 

Stated  differently,  adolescence  is  a 
time  of  "identity  formation.’’  Young 
people  use  the  attractive  imagery  of 
advertising  as  a  “window  into  the  adult 
world.’’  They  are  “susceptible  to  the 
images  of  romance,  success, 
sophistication,  popularity,  and 
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adventure  *  *  *.’’  By  adolescence, 
clothes,  possessions,  and  "badge 
products’’  such  as  cigarettes  are  used  to 
define  oneself  and  to  control  relations 
with  others. 

Support  for  this  view  of  the  role  of 
tobacco  advertising  also  oomes  from  the 
tobacco  industry: 

FDA  turns  a  blind  eye  to  the  foct  that  the 
personal  display  of  prtxlucts  with 
commercial  logo— through  dress  and  other 
forms  of  expression — is  a  form  of 
participation  in  American  popular  culture.  It 
is  a  way  to  register  a  group  identity  to  signal 
one’s  place  in  the  social  fobric. 

In  addition  to  these  comments,  FDA  has 
the  words  of  RJR’s  research  department 
in  a  1973  memo,  detailed  in  section 
VI.D.3.d.  of  this  document,  that  chart  a 
course  for  attracting  the  young 
smoker. 

On  the  basis  of  the  evidence  cited  and 
reviewed  in  section  VI.D.3.  of  this 
document,  the  agency  finds  that  the 
suggestion  that  it  is  impossible  to 
advertise  in  a  way  that  would  appeal  to 
rebellious  nonconformist  teenagers  is 
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A  July  3, 1974  memo,  authored  by  D.  W. 
Tredennick,  of  R.  J.  Reynolds’  Marketing  Research 
Department  was  submitted  to  the  rulemaking 
docket  by  the  Attorney  General  of  Mississippi  in 
response  to  the  reopening  of  the  rulemaking  record 
(61  FR  11349,  March  20, 1966).  Although  the 
agency  has  not  relied  on  the  memo  as  part  of  the 
justification  for  this  rule,  FDA  is  citing  to  it  here 
because  it  is  relevant  to  the  issues  discussed.  The 
memo  was  also  reported  in  the  press,  see  Schwartz, 
J.,  “R.  J.  Reynolds  Marketing  Memo  Discusses 
Young  Smokers’  Brand  Image,”  Washington  Post, 
A03,  April  23, 1996.  The  memo  asked  and 
answered  the  question:  “What  causes  smokers  to 
select  their  first  brand  of  cigarettes?"  The  answers 
developed  by  Mr.  Tredennick  echos  the  concepts 
discussed  alx>ve.  The  memo  hypothesized  that: 
“[t]he  causes  of  initial  brand  selection  relate 
directly  to  the  reasons  a  young  person  smokes.  The 
more  closely  a  brand  meets  the  psychological 
’support’  needs  (advertising  or  otherwise 
communicated  brand  or  physiological  needs 
(product  cbatacteristics),  the  more  likely  it  is  that 
a  given  brand  will  be  selected.  (Emphasis  added)” 
One  important  characteristic  was  associated  with 
the  user  “image”  associated  with  a  brand.  “To  some 
extent  young  smokers  ’wear’  their  cigarette  and  it 
becomes  an  important  part  of  the  T  they  wish  to 
be,  along  with  their  clothing  and  the  way  they  style 
their  hair.”  The  memo  also  recognized  the 
importance  of  peer  influence  on  a  young  person’s 
de^ions  about  smoking  and  noted  that:  “It  must 
also  be  true  that  influential  young  smokers  (perhaps 
relatively  few)  have  made  brand  selections  based  on 
product  characteristics  or  advertising  and 
promotion  communication.  The  feet  that  two 
brands,  Marlbwo  and  Kool,  have  such  dominant 
shares  am<mg  youths  suggests  the  above  hypothesis 
*  *  Tredennick  noted  further  that  both  Marlbrao 
and  Kool  project  imagery  that  is  psychologically 
important  to  adolescents— the  n^  for  support  and 
strength. 
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without  merit.  Tobacco  advertising 
plays  directly  to  the  factors  that  are 
central  to  adolescents  as  they  decide 
whether  to  use  tobacco  products.  Thus, 
the  available  evidence  clearly  supports 
a  finding  that  advertising  plays  an 
important  role  in  yoimg  people’s 
tol»cco  use. 

b.  Determinants  of  smoking.  Several 
comments  from  the  advertising  and 
tobacco  industries  claimed  that  the 
econometric  studies  performed  for  them 
by  experts  found  that  peers,  parents, 
and  siblings  have  the  greatest  influence 
on  yoimg  peoples’  decision  to  start 
smoking. 

Qting  an  econometric  analysis 
performed  for  RJR  by  Dr. }.  H.  Beales,  on 
data  concerning  its  Joe  Camel 
advertising  campaign,  one  comment 
argued  that  “minors  balance  the  risks 
and  rewards  of  smoking  to  decide 
whether  or  not  to  smoke,  just  as  they 
would  any  other  consumption  decision. 
The  greater  an  individual  minor 
perceives  the  net  rewards  of  smoking, 
the  more  likely  he  or  she  will  try 
smoking.  Minors  who  perceive  greater 
net  rewards  of  smoking  are  also  likely 
to  smoke  more  intensively.’’ 

The  comment  further  argued  that  an 
analysis  based  upon  this  theoretical 
model  by  Dr.  Be^es  found  that  neither 
advertising  nor  advertising  expenditures 
has  an  appreciable  effect  on  young 
people’s  perceptions  of  the  benefits  of 
smoking  and  thus  would  have  no 
indirect  effect  on  teenage  smoking 
decisions.  More  specifically,  the 
comments  stated  that  the  Beales’  studies 
show  that  advertising  expenditures  for 
the  particular  brands  that  most 
teenagers  smoke,  Marlboro  and  Ccunel, 
do  not  influence  and  are  not  associated 
with  smoking  decisions.  Moreover,  Dr. 
Beales  reported  that  the  results  of  his 
studies  indicate  further  that  advertising 
did  not  have  an  indirect  effect  on 
smoking  behavior.  Beales  concluded 
that  minors  who  had  been  exposed  to 
more  advertising  did  not  identify  the 
perceived  rewa^  of  smoking — 
“smoking  helps  when  bored,’’  “smoking 
helps  relax,’’  “smoking  helps  with 
stress,’’  and  “smoking  helps  in  social 
situations,’’  in  a  greater  number  than 
did  those  minors  who  reported  less 
exposure.  The  comment  concluded  that 
the  failure  of  the  1993  Beales  study  to 
find  either  direct  or  indirect  effects  fi-om 
advertising  on  smoking  behavior  shoiild 
be  conclusive. 

FDA  does  not  agree.  The  1993  Beales 
study  presents  only  one  analysis  of 


Dr.  Beales  used  children’s  designation  of  a 
“most  advertised  brand”  as  a  surrogate  for  the  efiect 
of  advertising. 


youthful  smoking  and  that  analysis  is 
flawed.  Dr.  B^es  appears  to  have 
performed  tests  using  an  ordered 
logistic  regression  model  to  test  for:  (1) 
The  effect  of  advertising  on  smoking 
behavior,  using  advertising 
expenditures  and  yotmg  people’s  view 
of  “most  advertised  brand’’  as  measures; 
and  (2)  smoking  behavior  as  a  function 
of  a  number  of  psychosocial  variables 
and  determinants. 

First,  a  logistic  model  is  only  as  good 
as  the  variables  used.  Thus,  if  a  variable 
is  mispecified  or  imprecise,  the  model’s 
predictive  capacity  will  be  severely 
compromised.  The  variable  “most 
advertised  brand’’  appears  to  be  quite 
imprecise  as  a  meastne  to  capture  the 
effect  of  advertising.  The  most  that  this 
variable  would  capture  would  be  the 
ability  of  the  campaign  to  be  seen  and 
remembered.  It  would  not  capture  the 
appeal  of  the  campaign,  or  the  effect  of 
the  campaign  on  consumers,  nor  could 
it  measme  tiie  ability  of  an  advertising 
campaign  to  change  or  create  consumer 
action.  In  addition,  it  would  not  be 
surprising  to  find  that  almost  as  many 
nonsmokhig  young  people  as  yotmg 
smokers  found  Camel  (or  Marlboro)  to 
be  the  most  advertised  brands,  since 
thoM  advertising  campaigns  were  quite 
ubiquitous  at  the  time  the  data  for  this 
study  were  collected  and  were,  in  fact, 
the  most  advertised  brands.  A  variable 
that  cannot  discriminate  between  users 
and  nonusers,  because  all  had  seen  and 
remembered  the  advertising,  cannot  be 
expected  to  produce  useful  predictive 
results  in  a  regression  analysis  of  why 
people,  particularly  yoimg  people, 
smoke. 

Second,  Dr.  Beales  attempted  to 
determine  whether  differences  in 
advertising  expenditures  would  predict 
smoking  behavior.  It  appears,  however, 
that  Dr.  Beales  did  not  look  at  this 
question  longitudinally — that  is,  he  did 
not  look  at  whether  smoking  rates 
varied  as  a  function  of  advertising 
expenditures  for  Camel  cigarettes  before 
the  Joe  Camel  campaign  and  after  the 
campaign  started.  Instead,  he  appears  to 
have  measured  smoking  rates  as  a 
function  of  the  differences  in  regional 
advertising  expenditures  in  California 
during  one  time  period.  It  should  not  be 
surprising  therefore  that  little  if  any 
effect  on  smoking  rates  was  found:  (1) 
There  is  no  reason  to  expect  to  find 
significant  changes  in  smoking  behavior 
based  on  small  regional  variations 
within  one  State  in  advertising 
expenditures,  and  (2)  optimum 


iM  Beales.  J.  H.,  “Advertising  and  the 
Determinants  of  Teenage  Smoking  Behavior,"  p.  44, 
1993. 


expenditures  for  advertising  outlays  in 
any  given  region  would  have  been 
determined  in  advance  by  an 
advertising  agency  and  therefore  would 
more  likely  reflect  smoking  patterns 
already  in  existence.  Had  he  wanted  to 
measure  smoking  behavior  as  a  function 
of  Camel’s  advertising,  he  should  have 
modeled  it  longitudinally  over  time. 
Since  the  regional  advertising 
expenditures  must  have  been  obtainej;! 
from  a  RJR  data  base,  Beales  clearly  had 
access  to  other  sources  of  data  within 
the  company.  He  therefore  should  have 
been  able  to  acquire  advertising 
expenditures  for  the  Camel  brand  before 
the  introduction  of  Joe  Camel  and 
advertising  expenditures  for  the  period 
after  Joe  Camel’s  appearance.  This 
would  have  been  a  better  test. 

Finally,  Dr.  Beales  performed  an 
analysis  to  determine  the  “true” 
determinants  of  smoking.  Dr.  Beales’ 
regression  analysis  utilized  a  series  of 
psychosocial  rlMpncteristics  and  beliefs 
about  smoking.  He  found  that  the  only 
factor  that  failed  to  produce  an 
association  was  advertising.  First,  as 
noted,  there  is  no  reason  to  believe  that 
“most  advertised  brand’’  would  perform 
as  a  useful  siurogate  for  the  effects  of 
advertising.  Therefore,  regardless  of  the 
value  of  the  study,  it  is  not  good 
evidence  concerning  the  role  of 
advertising  in  yoimg  people’s  smoking 
decision.  Second,  the  analysis  indicates 
what  is  already  known:  certain  beliefs 
and  life  patterns  can  help  predict  who 
may  become  a  smoker.  However,  it  does 
not  measure  what  effect  advertising  can 
have  on  a  young  person’s  perception  or 
beliefs. 

Additional  concerns  about  the  study 
are  similar  to  those  that  the  tobacco 
industry  comments  raised  about  studies 
cited  by  FDA.  The  first  concern  is  that 
several  variables  used  in  the  model 
measure  the  same  impact.  This 
redimdancy  could  create  a 
multicoUinearity  problem  (i.e.,  two  or 
more  variables  vary  together  but  it  is 
very  difficult  to  determine  which 
variable  influences  the  other).  Moreover, 
the  redimdancy  may  have  caused 
irrelevant  variables  to  be  included  in  the 
regression  equation.  Both 
multicoUinearity  and  the  inclusion  of 
irrelevant  variables  can  affect  the 
efficiency  of  the  model’s  estimates.  The 
second  concern  is  that  the  model  used 
in  the  study  is  questionable.  The  correct 
model  could  weU  have  been  a  double 
hurdle  model,  i.e..  modeling  the 
decision  to  smoke  first  and  then 
modeling  the  choice  of  what  brand  to 
smoke,  second. 
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Finally,  there  is  concern  that  the  data 
for  the  impact  of  advertising 
expenditures  and  smoking  behavior 
were  incompatible  and,  thus,  may  have 
failed  to  find  a  relationship  that  did  in 
fact  exist.  The  teed  smoking  prevalence 
data  were  fi'om  a  behavioral  study,  and 
the  measurement  of  advertising 
expenditures  was  from  regional 
advertising  expenditiues,  imdoubtedly 
maintained  by  the  company.  The 
smoking  decision  for  a  teenager  may 
very  well  not  have  been  influenced  by 
the  amount  of  money  spent  but  by  the 
number  of  messages  he/she  receives. 

The  aggregate  expenditures  for 
advertising  cannot  measure  the  number 
of  messages  actually  received  by  an 
individual  teen. 

Given  the  multitude  of  problems  with 
the  design  of  the  study  and  the  choice 
of  variables,  the  study  has  limited 
capability  for  producing  results  that  can 
adequately  describe  advertising  effects 
on  smoking  behavior.  Moreover,  this 
study  is  but  one  of  many  and,  whatever 
its  value,  it  does  not  overwhelm  the 
evidence  that  FDA  has  relied  on. 

c.  Laugesen  and  Meads.  In  contrast  to 
the  Beales’  study,  FDA  had  cited  a  study 
by  Laugesen  and  Meads,  entitled 
“Advertising,  Price,  Income  and 
Publicity  Effects  on  Weekly  Cigarette 
Sales  in  New  Zealand 
Supermarkets,”  '*3  which  provided 
evidence  that  increases  in  advertising 
expenditiues  had  an  effect  on  youth 
smoking  behavior  including  recruiting 
new  smokers  and  increasing  the  market 
base. 

One  comment  stated  that  data  from 
supermarkets  were  iinrepresentative, 
both  because  of  the  percentage  of  sales 
from  supermarkets  in.  New  Zealand 
(presvunably  not  large),  and  because  it  is 
not  known  what  percentage  of  sales  to 
yoimg  people  are  made  at  supermarkets. 
Moreover,  many  conditions  were  not 
accovmted  for,  including  possible 
different  pricing  structiires  between 
retail  outlets. 

The  comments  edso  criticized  several 
major  assiunptions  they  claim  were 
made  in  the  study,  for  example,  that 
yoimg  people  purchase  the  less 
expensive,  down  market  brand.  Finally, 
the  comment  criticizes  the  failure  to 
control  for  other  variables  (such  as 
rotating  health  warnings  and  new 
advertising  restrictions). 

The  authors  themselves  responded  to 
some  of  the  concerns  express^.  For 


1S3  {.augesen,  M.,  and  C  Meads,  “Advertising, 
Price,  Income,  and  Publicity  Efiects  on  Weekly 
Cigarette  Sales  in  New  2^1and  Supermarkets,” 
British  Journal  of  Addiction,  vol.  86,  pp.  83-89, 
1991. 


example,  they  explained  that  they 
specifically  chose  to  collect  data  firom 
supermarkets  because  other  “authors 
with  access  to  full  industry  data  have 
recommended  that  the  data  interval  [for 
supermarket  sales]  should  reflect  the 
inter-purchase  time  for  cigarettes,” 
which  in  New  2^aland  is  a  week  or  less. 
Moreover,  the  authors  found  that 
supermarket  cigarette  sales  are  more 
consistent  than  other  points  of  sales. 
Hence  there  were  fewer  fluctuations  in 
the  demand  data  for  cigarettes. 

Moreover,  in  response  to  the  second 
comment,  the  authors  did  not  assume 
that  yoimg  people  purchase 
downmarket  cigarettes  at  a  higher  rate 
than  the  general  population,  but  that 
people  with  lower  income,  which 
includes  young  people,  purchase  these 
brands  more  often.  But  more 
importantly,  the  study  found  that  it 
takes  only  2  years  of  advertising  of  this 
downmarket  brand  to  expand  the  teen 
market  by  4  percent,  and  this  fact  was 
not  disputed. 

d.  Other  comments.  Finally,  several 
comments  criticized  the  quality  of  the 
evidence  cited  by  FDA  in  its  preamble 
to  the  1995  proposed  rule.  One 
comment  stated  that  FDA  has  relied  too 
heavily  on  studies  conducted  by 
physicians  or  others  not  familiar  with 
the  art  and  science  of  persuasion. 
Further,  it  asserted  that  most  of  the 
evidence  cited  in  support  of  the 
regulations  had  been  published  in 
medical  journals  and  not  in  peer 
reviewed  marketing  journals. 

However,  a  review  of  the  evidence 
presented  belies  that  concern.  First, 

FDA  relied  on  the  research  and  expert 
opinion  of  consumer  psychologists, 
business  and  marketing  experts, 
economists  ana  social  science 
researchers  as  well  as  medical  experts. 
Moreover,  FDA  has  relied  on  two 
outstanding  reports  issued  in  the  past 
few  years  that  specifically  addressed  the 
issue  of  young  people’s  use  of  tobacco — 
the  1994  SGR  and  the  lOM  Report.  Both 
commented  extensively  on  the  role  that 
advertising  plays  in  yoimg  people’s 
smoking  behavior  and  use  of  smokeless 
tobacco  and  both  recommended  strongly 
that  a  comprehensive  plan  to  attack  the 
problem  of  youth  tobacco  use  include 
stringent  advertising  restrictions. 


iMTbe  authors  cited  this  study  as  an  example  of 
one  having  access  to  full  industry  data.  Leeflang,  P. 
S.  H.,  and  Reuiyl,  “Advertising  and  Industry  Sales: 
An  Empirical  Study  of  the  West  German  Cigarett 
Market,”  Journal  of  Marketing,  vol.  49,  p.  97, 1985; 
Laugesen,  M.,  and  C.  Meads,  “Advertising,  Price, 
Income,  and  Publicity  Effects  on  Weekly  Cigarette 
Sales  in  New  Zealand  Supermarkets,”  British 
Journal  of  Addiction,  vol.  86,  pp.  83-89, 1991. 


Moreover,  of  the  15  members  of  the 
lOM  committee,  7  were  expert  in  the 
fields  of  behavioral  sciences,  including 
psychology,  psychiatry  and  public 
pohcy,  cmthropology,  and  economics. 
Similarly,  the  contributing  authors  to 
the  1994  SGR  included  experts  in 
economics,  social  research,  marketing, 
and  business  administration.  Finally, 
the  comments  submitted  include 
additional  empirical  evidence,  the 
expert  opinion  of  the  American 
Psychological  Association,  and  the 
words  of  the  tobacco  industry  itself,  all 
of  which  are  referred  to  in  this 
document. 

One  comment  criticized  FDA’s 
reliance  on  the  lOM  Report  and  the 
1994  SGR  as  simply  presenting 
“selective  reviews”  of  much  of  the  same 
“dubious  literature”  reviewed  by  FDA. 
Another  comment  stated  that  FDA  had 
indiscriininately  relied  on  studies  cited 
in  the  1994  SGR,  none  of  which,  the 
comment  claimed,  was  capable  of 
determining  whether  advertising 
influences  ^ildren  to  initiate  smoking. 

Several  comments  appeared  to  place 
great  importance  on  the  fact  that  both 
reports  acknowledge  that  the 
psychosocial  and  econometric  research 
that  they  present  do  not  prove  that 
cigarette  advertising  causes  young 
people  to  begin  smoking  or  to  use 
smokeless  tobacco.  The  lOM  Report 
stated  that,  because  of  the  nature  of  the 
research,  it  is  not  known  for  certain 
whether  youths  already  interested  in 
smoking  or  smokeless  tobacco  become 
more  attentive  to  advertisements  for 
these  products  or  whether  these 
advertisements  lead  youths  to  become 
more  interested  in  these  products.  One 
comment  argued  that  the  “lOM’s 
recognition  of  this  weakness  fatally 
undermines  its  own  and  FDA’s 
arguments  on  the  impact  of  advertising 
on  smoking  behavior.”  Another 
comment  claimed  that  the  lOM  Report 
acknowledges  the  lack  of  a  causal 
relationship  between  advertising  and 
smoking  and  acknowledges  that  the  very 
econometric  studies  it  cites  are 
unreliable  to  determine  whether 
advertising  contributes  to  youth 
smoking  behavior.  The  comment  also 
stated  t^t  FDA  misstates  lOM’s 
conclusion  regarding  evidence  of  a 


1^9  The  American  Psychological  Association 
represents  132,000  members  and  afSliates  and  is 
the  largest  organization  of  psychologists  in  the 
world.  Its  comment  represents  the  organization’s 
“research-based  recommendations”  and  reflects 
significant  input  from  several  relevant  divisions 
including  the  Division  of  Personality  and  Social 
Psychology,  the  Division  of  Society  for  the 
Psychological  Study  of  Social  Issues,  and  the 
Division  of  Consumer  Psychology. 
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causal  relationship  between  advertising 
and  smoking  initiation.  Further,  several 
comments  cited  to  a  statement  in  the 
1994  SGR  that  “no  longitudinal  study  of 
the  direct  relationship  of  cigarette 
advertising  to  smoking  initiation  has 
been  reported  in  the  literature.”  **® 
However,,  these  comments  failed  to 
include  the  sentence  immediately 
preceding  this  quote:  “Considered 
together,  these  studies  offer  a 
compelling  argument  for  the  mediated 
relationship  of  cigarette  advertising  and 
adolescent  smcddng.” 

Another  comment  in  support  of 
advertising  restrictions  on  tobacco 
products  argued  that  the 
multidisciplinaiy  studies  cited  in  the 
1994  SGR  supported  the  conclusion  that 
marketing  and  advertising  tobacco 
products  do  play  a  role  in  tobacco  use 
among  young  people.  The  comment 
suggested  that  this  conclusion  is 
consistent  with  the  1989  Svugeon 
General’s  conclusion  that  “the  collective 
empirical,  experiential,  and  logical 
evidence  makes  it  more  likely  than  not 
that  advertising  and  promotional 
activities  do  stimulate  cigarette 
consumption.”  Additionally,  the 
comment  supported  the  findings  of  the 
1994  SGR  that  “cigarette  advertising 
appears  to  increase  young  people’s  risk 
of  smoking”  by  conveying  the 
impression  that  smokhig  has  social 
benefits  and  is  far  more  common  than 
it  really  is.  Moreover,  this  comment 
contended  that  the  lOM’s  conclusions 
supported  FDA’s  tentative  view  that 
image  advertising  of  tobacco  products  is 
tremendously  appealing  to  yoimg 
people. 

As  noted  more  fully  in  section  VI.B. 
of  this  document,  FDA  did  rely  heavily 
on  the  two  reports,  and  continues  to 
find  the  reports  persuasive  evidence. 
They  represent  mainstream  scientific 
consensus  and  are  appropriately 
entitled  to  a  great  deal  of  deference.  The 
agency  notes  that,  in  a  different  but  not 
entirely  imrelated  context,  that  of  health 
claims  for  food.  Congress  has  said  that 
FDA  would  have  to  specifically  justify 
any  decision  rejecting  the  conclusions 
of  a  report  from  an  authoritative 
scientific  body  of  the  United  States.  (See 
section  403(r)(4)(C)  of  the  act  (21  U.S.C. 
343(r)(4)(C)).)  No  justification  for 
rejecting  the  lOM’s  conclusions  exists 
here. 

Finally,  the  agency,  like  the  1994  SGR 
and  lOM  Report,  finds  that  an  adequate 
basis  does  exist  to  conclude  that 


‘“1994  SGR.  p.  188. 

1989  SGR,  p.  517. 
‘“1994  SGR,  p.  195. 


advertising  plays  a  “mediated 
relationship”  to  adolescent  tobacco 
use.  The  proper  question  is  not,  “Is 
advertising  the  most  important  cause  of 
youth  initiation?”  but  rather,  “does  FDA 
have  a  solid  body  of  evidence 
establishing  that  advertising  encourages 
young  people’s  tobacco  use  such  that 
FDA  could  rationally  restrict  that 
advertising?”  The  answer  to  this 
question  is  “yes.” 

5.  Has  the  Agency  Met  Its  Burden? 

(16)  Several  comments  from  the 
tobacco  and  advertising  industries 
criticized  the  agency  for  failing  to 
present  evidence  that  conclusively 
establishes  a  causal  link  between 
advertising  and  young  people’s 
decisions  to  begin  using  cigarettes  and 
smokeless  tobacco. 

FDA  disagrees  that  its  burden  is  to 
conclusively  prove  by  rigorous 
empirical  studies  that  advertising  causes 
initial  consumption  of  cigarettes  and 
smokeless  tobacco.  No  single  study  is 
capable  of  doing  so.  As  one  comment 
stated,  it  would  in  fact  be  practically 
and  ethically  impossible  to  conduct 
such  a  study.  Certainly  no  study 
presented  by  industry  or  any  o^er  party 
demonstrated  that  advertising  does  not 
cause  the  initial  consiunption  of 
cigarettes  and  smokeless  tobacco. 
Indeed,  it  should  be  noted  that  not  one 
study  cited  by  FDA  or  submitted  by 
indiistry  could  conclusively 
demonstrate  that  any  factor  actually 
caused  children  to  l^gin  smoking  or  to 
use  smokeless  tobacco.  This  includes 
family  and  peer  influences,  which  the 
tobacco  industry  repeatedly  cite  as  the 
major  .determinants  of  youih  smoking 
and  smokeless  tobacco  use.  As  was 
suggested  by  a  comment,  however,  even 
when  a  young  person’s  decision  to 
smoke  is  strongly  influenced  by  a  friend 
or  parent,  advertising  reinforces  the 
decision  and  makes  the  yoimg  person 
feel  good  about  the  decision  and  the 
“identity”  thereby  acquired. 

It  should  also  be  noted  that  the 
apparent  focus  on  the  possible  causal 
role  of  cigarette  and  smokeless  tobacco 
advertising  in  yoimg  people’s  initial 
decision  to  smoke  or  to  use  smokeless 
tobacco  is  overly  narrow.  Human 
behavior  cannot  be  modeled  so 
simplistically.  In  point  of  fact,  tobacco 
advertising  has  an  effect  on  young 
people’s  tobacco  use  behavior  if  it 
affects  initiation,  maintenance,  or 
attempts  at  quitting. 

The  evidence  that  FDA  has  gathered 
in  this  proceeding  establishes  that 


‘“/d..p.  188. 


cigarette  and  smokeless  tobacco 
advertising  does  have  such  an  effect. 
While  not  all  the  evidence  in  the  record 
supports  this  conclusion,  there  is  more 
thw  adequate  evidence,  that  when 
consider^  together,  ^pports  a 
conclusion  that  advertising,  with  the 
knowledge  of  the  industry,  does  affect 
the  smoli^g  behavior  and  tobacco  use  of 
people  under  the  age  of  18.  This 
behavior  includes  ^e  decision  whether 
to  start  using  cigarettes  or  smokeless 
tobacco,  whether  to  continue  using  or  to 
increase  ones  consumption,  when  and 
where  it  is  proper  to  use  tobacco,  and 
whether  to  quit.  This  evidence  includes: 

Expert  opinion — ^The  American 
Psychological  Association  provided 
expert  opinion,  with  specific  citation  to 
numerous  studies,  to  show  that  tobacco 
advertising  plays  directly  to  the  factors 
that  are  central  to  children  and 
adolescents  and  thus  plays  an  important 
role  in  their  decision  to  use  tobacco. 

(See  section  VI.D.4.a.  of  this  document; 
and  60  FR  41314  at  41329.) 

Advertising  Theory— Basic  advertising 
and  consumer  psychology  theory, 
statements  from  advertising  experts,  and 
general  consumer  testing  show  that 
advertising  that  is  multi-media,  that 
uses  color,  and  that  employs  more 
pictures,  characters,  or  cartoons  as 
opposed  to  text  is  more  robust  and  can 
be  better  processed,  understood  and 
remembered  by  children  and 
adolescents,  who  have  less  information 
processing  ability  than  adults.  (See 
section  VI.B.1.  and  VI.B2.  of  this 
document.) 

Studies  and  Surveys — Studies  show 
that  children  are  exposed  to  substantial 
and  unavoidable  advertising,  that 
exposure  to  tobacco  advertising  leads  to 
favorable  beliefs  about  tobacco  use,  that 
advertising  plays  a  role  in  leading  young 
people  to  overestimate  the  prevalence  of 
tobacco  use,  and  that  these  factors  are 
related  to  young  people’s  tobacco 
initiation  and  use.  (See  sections 
VI.D.3.a.,  VI.D.3.b.,  and  VI.D.3.C.  of  this 
document.) 

Empirical  Studies — Studies 
conducted  on  sales  data  have  shown 
that  advertising  did  increase  one 
segment  of  the  tobacco  market  (low  tar 
cigarettes),  that  advertising  in  New 
Z^and  had  the  effect  of  increasing 
tobacco  sales  to  young  people,  and  that 
a  large  multi-country  survey  showed 
that  advertising  tends  to  increase 
consumption  of  tobacco  products.  (See 
60  FR  41314  at  41333  through  41334; 
sections  VI.D.3.g.,  VI.D.4.C.,  and 
Vl.D.6.a.  of  this  document) 

Anecdotal  Evidence,  and  Various 
Advertising  Campaigns  Successful  with 
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Young  People — Studies  show  that  the 
buying  behavior  of  young  people  is 
influenced  by  advertising,  that  they 
smoke  the  most  advertis^  brands,  that 
children  ages  3  to  6  can  recognize  a 
cartoon  character  associated  with 
smoking  at  the  same  rate  as  they 
recognize  Ronald  McDonald,  that 
various  ad  campaigns  (Camel  cigarettes, 
Reg  cigarettes,  products  designed  for 
women,  and  smokeless  tobacco 
advertising  aimed  at  new  users)  that 
appeared  to  be  targeted  to  yoimg  people 
did  have  an  effect  upon  yoimg  people’s 
purchases  and  use  of  tobacco  ,  and  that 
young  people  report  that  they  got  their 
information  about  a  tobacco  brand  from 
billboards,  magazines,  in  store 
advertising  and  on  teeshirts  (60  FR 
41314  at  41329  through  41334;  and  see 
sections  VI.D.3.d.,  VI.D.3.e.,  and 
VI.D.3.i.  of  this  dociunent). 

Industry  Statements — Statements  in 
documents  created  by  R.  J.  Reynolds’ 
researchers,  by  Philip  Morris  advertising 
people,  by  executives  of  US  Tobacco 
and  by  people  in  and  doing  work  for 
various  Canadian  tobacco  companies 
indicate  that  young  people  tire  an 
important  and  often  crucial  segment  of 
the  tobacco  market. 

Consensus  Reports — ^The  lOM  and 
1994  SGR  concluded  on  the  basis  of  an 
exhaustive  review  of  the  evidence  that 
advertising  affects  young  people’s 
perceptions  of  the  pervasiveness,  image, 
and  function  of  smoking,  that 
misperceptions  in  these  areas  constitute 
psychosocial  risk  factors  for  the 
initiation  of  tobaci^  use,  and  thus 
advertising  appears  to  increase  young 
people’s  risk  of  tobacco  use. 

Consequently,  tobacco  advertising 
works  in  a  way  that  is  roughly 
analogous  to  ^e  way  the  Supreme  Court 
described  how  deceptive  advertising 
works  (FTC  v.  Colgate  -  Palmolive  Co., 
380  U.S.  374  (1965)).  The  Supreme 
Court  described  how  sellers  use 
deceptive  practices  to  break  down  the 
resistance  of  the  buying  public  [Id.  at 
389-90).  Here,  as  the  1994  SGR,  the 
lOM  report,  and  the  comment  of  the 
American  Psychological  Association 
demonstrate,  cigarette  and  smokeless 
tobacco  companies  use  image  and  other 
advertising  techniques  to  appeal  to 
adolescents’  need  to  belong  and  to 
appear  to  be  adult,  and  thereby  to  break 
down  their  resistance  to  tobacco  use. 
The  advertising  helps  the  companies  to 
overcome  the  fact,  as  documents  for  R. 

J.  Reynolds  show,  that  there  is  no 
natural  craving  for  nicotine.  While  the 
advertising  techniques  used  by  the 
tobacco  industry  are  quite  different  than 
those  used  by  the  company  in  the 


referenced  Supreme  Court  case,  they 
ultimately  have  the  same  goal — to 
induce  people,  in  this  case  young 
people,  to  purchase  and  use  these 
products. 

Thus,  the  evidence  in  this  proceeding 
demonstrates  that  cigarette  and 
smokeless  tobacco  Advertising  plays  a 
material  role  in  the  decision  of  children 
and  adolescents  under  the  age  of  18  to 
engage  in  tobacco  use  behavior.  It 
therefore  establishes  that  the  harm  from 
this  advertising  is  real. 

6.  The  Efficacy  of  the  Restrictions; 
Empirical  Evidence  Concerning 
Advertising  Restrictions 

The  final  aspect  of  the  analysis  under 
the  second  prong  of  the  Central  Hudson 
test  requires  a  showing  by  the  agency 
that  the  restrictions  that  it  seeks  to 
impose  will  alleviate  the  harm  to  a 
material  degree.  FDA  finds,  based  upon 
a  review  of  all  of  the  evidence  and  the 
comments  received,  that  the  restrictions 
will,  in  fact,  meet  this  test. 

(17)  Nearly  all  comments  in 
opposition  to  advertising  restrictions 
argued  that  the  preponderance  of  the 
empirical  evidence  supported  a  finding 
of  no  effect  from  advertising  on  yoimg 
people.  Some  comments  stated  ^at, 
consequently,  the  advertising 
restrictions  are  “unwarranted, 
unjustified,  unnecessary,  [and]  will  not 
be  effective  in  reducing  underage 
smoking.’’  Several  comments, 
representing  a  variety  of  interest  groups, 
claimed  that  the  “best  available  - 
evidence’’  found  that  “peer  pressure,’’ 
“peer  and  family  smoking  behaviors” 
and  “young  people’s  perceptions  of  the 
costs  and  l^nefits  of  smoking”  are  more 
important  than  advertising  and 
promotion  in  encouraging  young  people 
to  experiment  with  cigarettes  and 
smokeless  tobacco.  Still  others 
claimed  that  “being  a  girl,”  “living  with 
a  single  parent,”  “having  relatively  less 
negative  views  about  smoking,”  “having 
no  intention  to  stay  in  full-time 
education  after  age  16,”  and  “thinking 
they  might  be  a  smoker  in  the  future,” 
are  key  influencing  factors  for  a  young 
person  to  start  smoking. 

The  tobacco  industry  and  the 
advertising  industry  stated  that  their 
advertising  is  not  directed  at  children 
and  adolescents  but  to  adults  who 
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already  use  tobacco,  and  thus  it  is  not 
a  proper  subject  for  government 
relation,  llie  advertising  agency  for 
the  largest  cigarette  brand  stated, 
“(Tjobacco  advertising  has  as  its 
intended  audience  existing  smokers  *  * 

*  it  is  not  the  company’s  desire  that 
children  start  to  smoke.” 

However,  one  comment  questioned 
this  and  asked  how  cigarette  advertising 
that  has  an  impact  upon  adults  can  be 
assumed  to  leave  unaffected  a  young 
viewer,  smoker  or  otherwise,  llie  same 
comment  also  cited  the  words  of  one 
retired  Marlboro  ad  man:  “I  don’t  know 
any  way  of  doing  this  (advertising 
cigarettes)  that  doesn’t  tempt  young 
people  to  smoke.” 

Many  comments  from  consumer 
groups,  public  health  organizations  and 
numerous  private  individuals  were 
supportive  of  the  agency’s  position  that 
the  1995  proposed  rule  will  reduce 
underage  smoking  and  use  of  smokeless 
tobacco.  The  comments  cited  evidence 
from  numerous  sources  such  as 
government  officials,  university 
researchers,  and  antismoking  advocates 
to  demonstrate  that  restrictions  on 
advertising  would  be  effective. 

For  example,  a  comment  from  a 
leading  psychological  association  stated 
that  reseai^,  common  sense,  and  its 
expert  opinion  support  that,  if  image- 
oriented  advertising  and  promotion  are 
replaced  with  text-only  advertising,  it 
would  reduce  the  advertiser’s  ability  to 
suggest  that  tobacco  users  project  a 
desirable  image,  e.g.,  glamour,  sexiness 
or  maturity. 

FDA  has  concluded  that  restrictions 
on  advertising  and  promotion  are 
necessary  to  reduce  the  appeal  of 
tobacco  products  to  young  people.  Such 
restrictions  will  protect  the  access 
restrictions  that  the  agency  is  adopting 
from  being  undermined  and  thereby  the 
health  of  young  people.  To  be  effective. 
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these  lestrictions  must  be 
comprehensive,  that  is,  they  must  apply 
to  the  many  types  of  media  currently 
used  in  a  coordinated  way  to  advertise 
cigarettes  and  smokeless  tobacco. 

FDA  finds  support  for  the  need  for 
comprehensive  regulation  in  the 
experiences  of  other  countries  which 
have  enacted  and  put  into  place  some 
form  of  restrictions  on  the  advertising  of 
tobacco.  Some  comments  discussed  die 
experience  in  other  countries  in  which 
tobacco  advertising  has  been  banned. 
Th^  comments  indicated  that  in 
countries  that  have  enacted  restrictions 
on  advertising  that  were  not 
comprehensive,  the  industry  was  able  to 
continue  advertising  and  portraying 
attractive  imagery  in  media  left 
uncovered  by  regulations.  For  example, 
Canada.  Finland,  Ckeat  Britain,  and 
Australia  enacted  regulations  of  tobacco 
advertising  that  did  not  completely  ban 
’  or  restrict  all  forms  of  advertising  and 
promotion.  In  each  of  those  instances, 
according  to  the  comments,  the  tobacco 
industry  was  able  to  take  advantage  of 
loopholes  in  the  system  to  continue  to 
advertise  to  reach  their  target  audience. 
Thus,  in  Canada  the  advertising  ban, 
which  did  not  ban  nontobacco  items, 
was  accompanied  by  the  increased  use 
of  nontobacco  items  that  carried  the 
tobacco  brand  name  as  a  mechanism  for 
continuing  to  advertise  the  tobacco 
brand  and  its  prior  image.  In  Great 
Britain,  sophisticated  colorful 
advertisements  appeared  when  the  use 
of  human  figures  in  tobacco  advertising 
was  banned;  in  Australia,  loopholes  in 
sports  sponsorship  provisions  enabled 
the  industry  to  continue  sports 
advertising. 

Another  comment  detailed  numerous 
other  examples  of  tobacco  companies 
continuing  to  advertise  effectively  in 
spite  of  a  ban  or  restrictions  on 
advertising.  For  example,  this  comment 
noted  that  after  France  banned  all 
cigarette  advertising  in  magazines, 
PMlip  Morris  set  up  a  travel  agency  and 
advertised  “Marlboro  Country  Travel” 
in  French  magazines  (Thus,  ^though 
there  was  no  longer  any  “cigarette 
advertising,”  Philip  Morris  was  able  to 
continue  using  its  western,  cowboy 
theme  in  advertisements  for  a  travel 
agency).  The  comment  noted  further 
that  in  Europe,  advertising  for  cigarettes 
was  replaced  by  advertisements,  using 
the  same  imagery,  for  Camel  and 
Marlboro  sports  watches  and  Camel 
boots.  In  Malaysia,  cigarette  companies 
set  up  travel  agencies  called  Marlboro, 
Kent,  and  Peter  Stuyvesant,  clothing 
stores  named  Camel,  jewelry  stores 
named  for  Benson  and  Hedges,  luxury 


car  dealerships  named  More,  Salem 
record  stores  and  Salem  and  More 
concert  and  movie  promotions  to 
advertise  cigarettes  in  a  cotmtry  that  has 
banned  cigarette  advertising.  FDA  finds 
that  these  comments  provide  strong 
support  for  the  need  for  the  advertising 
restrictions  to  be  comprehensive  and 
apply  to  all  advertising  media  to  be 
effective. 

Two  aspects  of  the  evidence  in  this 
proceeding  are  particularly  persuasive 
in  evidencing  t^t  restrictions  on 
advertising  will  directly  advance  the 
agency’s  goal  of  protecting  the  health  of 
(Mld]^  and  adolescents  imder  18.  The 
experience  of  other  covmtries  that  have 
adopted  advertising  restrictions  shows 
that  when  those  restrictions  are 
enforced,  they  have  resulted  in 
reductions  in  the  level  of  tobacco  use. 

In  addition,  the  coiuts  themselves  have 
generally  found  that,  as  a  matter  of 
common  sense,  reductions  in 
advertising  have  produced  a  reduction 
in  demand.  While  some  comments  tried 
to  distinguish  these  cases,  FDA  finds 
that  they  are  relevant. 

A  discussion  of  each  of  these  aspects 
of  the  evidence  follows: 

a.  International  and  cross  country 
studies.  FDA  did  not  receive  consistent 
comment  on  the  international  studies 
that  it  cited  in  the  preamble  to  the  1995 
proposed  rule  on  the  relationship 
between  advertising  restrictions  and 
consumption. 

(18)  Several  comments  stated  that 
advertising  restrictions  have  not  affected 
tobacco  product  consmnption,  and 
further  stated  that,  in  fact,  tobacco 
product  consmnption  has  increased  in 
most  countries  with  advertising  and 
promotional  restrictions. 

In  contrast,  other  comments 
supported  the  findings  of  the  same 
studies  and  stated  that  the  studies 
support  the  conclusion  that  advertising 
and  promotioned  restrictions  can  be 
effective  in  curbing  smoking  initiation 
among  yoimg  people. 

Several  comments  opposing  the  1995 
proposed  rule  maintained  that  better 
surveys  of  the  results  of  advertising 
restrictions  abroad  were  done  in 
conjunction  with  the  World  Health 
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Organization  (WHO).  The  two  WHO 
surveys  on  the  healffi  behavior  of 
schoolchildren  in  four  coimtries  found 
that  smoldng  among  schoolchildren  is 
related  to  peer  smoking  behaviors  and  to 
the  number  of  smokers  in  the  family. 
More  importantly,  the  comments  said 
that  the  survey  foimd  “no  systematic 
differences”  between  the  smoldng 
behavior  of  young  people  in  countries 
where  tobacco  advertising  is  completely 
restricted  and  in  coimtries  where  it  is 
not.  They  asserted  that  the  findings  of 
the  WHO  survey  completely  repudiate 
FDA’s  assertion  that  advertising 
restrictions  reduce  tobacco  consumption 
among  young  people.  The  comments 
further  argu^  that  a  followup  survey 
found  that  the  prevalence  of  smoking 
among  schoolchildren  in  countries  with 
total  tobacco  advertising  restrictions 
was  actually  higher  than  countries  with 
fewer  restrictions. 

However,  the  two  surveys  cited  by 
these  comments,  did  not  compare  the 
percentage  of  young  people  who 
smoked  before  and  after  the 
implementation  of  tobacco  advertising 
restrictions  within  countries.  In  order  to 
realistically  measure  the  effect  of 
advertising  restrictions,  each  country 
must  be  looked  at  individually.  For 
example,  country  A,  with  a  high  rate  of 
smoking,  cuts  its  smoking  rate  in  half. 
'This  would  be  considered  a  major 
success  for  country  A,  but  country  A 
still  may  have  a  higher  smoldng  rate 
than  country  B.  Country  B  may  not  have 
instituted  any  advertising  restrictions 
because  its  smoldng  sate  has  always 
been  low.  Thus,  comparing  the  rates  of 
countries  A  and  B  would  be  like 
comparing  apples  and  oranges. 

Studies  that  have  looked  at  before  and 
after  data  from  individual  coimtries 
have  reported  downward  trends  in 
smoking  rates  among  young  people 
folloiving  advertising  restrictions. 

For  example,  in  Norway  the  percentage 
of  15-year  old  boys  and  the  percentage 
of  15-year  old  girls  who  were  daily 
smokers  in  1975,  before  a  restriction  on 
all  forms  of  tobacco  advertising  and 
promotion  was  put  in  place,  was 
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approximately  23  percent  and  28 
percent,  respectively.  ***  According  to 
the  WHO  followup  survey,  the 
percentage  of  15-  to  16-year  old  hoys 
and  the  percentage  of  15-  to  16-year  old 
girls  who  were  daily  smokers  in  1986- 
1987  was  16  percent  and  17  percent, 
respectively.  This  represents  success 
not  only  with  the  group  that  was 
prohibited  from  purchasing  cigarettes, 
those  younger  than  16,  but  also  with  a 
group  that  coidd  legally  purchase 
cigarettes.  These  results  also  appeiir  to 
indicate  that  the  restrictions  did  not 
simply  move  the  onset  of  smoking  to  the 
first  legal  year  of  purchase. 

Comments  from  the  tobacco  industry 
also  relied  upon  research  conducted  by 
J.  J.  Boddewyn,  which  has  found  results 
contrary  to  those  presented  by  FDA,  to 
argue  that  tobacco  advertising  bans  have 
not  been  a  successful  part  of  tobacco 
control  policy.  Boddewyn’s  research 
is  directly  contrary  to  many  of  the 
studies  cited  by  FDA  in  support  of  its 
1995  proposed  rule  and  is  also 
inconsistent  with  the  best  available  data 
on  smoking  rates  from  the  countries 
studied. 

Boddewyn  has  used  selective  data  on 
the  total  number  of  cigarettes  sold  in  a 
particular  country  as  the  basis  for  his 
ancdysis  and  has  used  it  to  justify  a 
finding  that,  in  those  coimtries  where 
advertising  bans  have  been  introduced, 
decreases  in  the  total  niunber  of 
cigarettes  sold  have  not  followed. 
Relying  solely  on  the  number  of 
cigarettes  sold  in  a  country  to  measure 
the  effects  of  government  restrictions 
fails  to  take  into  account  the  myriad  of 
influences  that  can  affect  cigarette 
consrunption  and,  thus,  will  not  yield 
accurate  results. 

First,  the  overall  niunber  of  cigarettes 
sold  in  a  coimtry  may  be  influenced  by 
factors  other  than  the  percentage  of  the 
population  that  smokes.  For  example,  if 
the  population  of  a  country  has  risen,  or 
if  those  who  remained  smokers  were  the 
heaviest  smokers,  the  number  of 
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cigarettes  smoked  may  not  fall  even 
though  the  percentage  of  the  population 
that  smokes  has  decreased.  Moreover, 
an  analysis  based  on  the  number  of 
cigarettes  sold  would  not  account  for 
the  success  advertising  restrictions 
might  have  had  with  those  not  yet 
ad^cted  to  tobacco.  The  preaddicted 
group,  mostly  composed  of  children, 
does  not  smoke  as  many  cigarettes  as  do 
older  addicted  smokers.  Therefore,  any 
success  in  stemming  initiation  rates 
would  not  show  up  for  many  years  if 
measured  as  fewer  cigarettes  consumed. 

Finally,  Boddewyn  and  others  have 
claimed  that  the  experience  in  Norway, 
Finland,  and  Sweden  supports  the  view 
that  advertising  restrictions  have  been 
ineffective  in  reducing  smoking  rates. 
However,  three  reports'^'  presented  at 
the  World  Conference  of  Tobacco  and 
Health  in  Paris,  France  in  October  1994 
support  the  conclusion  that  advertising 
restrictions,  if  comprehensive  and 
enforced,  are  effective  in  helping  to 
reduce  the  percentage  of  people  who 
smoke,  particularly  young  people  not 
yet  addicted  to  tobacco. 

Bjartveit’s  report  presented  the  results 
of  the  Norwegian  experience  after  the 
implementation  of  the  1975  Norway 
advertising  ban.  In  1975,  Norway 
banned  all  advertising  of  tobacco 
products  and  prohibited  the  sale  of 
tobacco  to  anyone  under  the  age  of  16. 
Norway  also  required  warnings  on 
packages,  an  educational  program,  and, 
in  1980,  a  larger  excise  tax.  Ifre  results 
of  Norway’s  actions  belie  Boddewyn’s 
claims.  First,  the  prevalence  of  smoking 
for  boys  and  girls  declined  between 
1975  and  1990.  The  percentage  of  daily 
smokers  aged  13  to  15  declined  firom  15 
percent  to  9  percent  for  boys  and  from 
17  percent  to  less  than  10  percent  for 
girls.  Per-capita  consumption  for  boys 
and  girls  also  declined.  Between  1975 
and  1994,  the  overall  sales  of  cigarettes 
and  smoking  tobacco  per  person  among 
15  year  olds  has  declined  from  over 
2,000  grams  of  tobacco  to  less  than 
1,800  grams. 

In  1976,  Finland  banned  some  forms 
of  tobacco  advertising  and  promotion 
and  increased  expenditures  for  health 
education.  While  relatively  little  data 
are  available  on  the  smoking  trends  in 
Finland,  one  comment  reported  data 
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that  showed  the  government’s  actions 
did  have  an  impact,  although  the  extent 
has  bmn  more  uneven  than  in  Norway. 
Before  the  advertising  restrictions, 
cigarette  consumption  was  increasing  at 
the  rate  of  2.2  percent  per  year.  In  the 
decade  since  the  1975  Finland 
advertising  ban,  the  rate  of  increase  has 
been  cut  in  half  to  a  little  over  1  percent 
per  year — a  meaningful  change  but  not 
a  decline.  However,  the  greatest  benefits 
have  been  for  teenagers.  In  1973,  26 
percent  of  16  to  18  year  olds  in 
secondary  school  smoked.  By  1979,  2 
years  after  restrictions  went  into  place, 
this  rate  dropped  to  14  percent.  Since 
that  time,  the  decrease  has  continued 
but  has  leveled  off.  In  1973, 19  percent 
of  14-year  old  children  in  Finland 
smoked.  By  1979, 2  years  after  the  ban, 
only  8  percent  of  14-year  old  children 
in  Finland  smoked,  a  decrease  of  over 
50  percmit. 

Moreover,  a  report  by  Rimpela 
provided  a  more  complete  explanation 
of  the  experience  that  Finland  has  had 
with  its  advertising  restrictions. 
Although  the  1978  Finnish  Tobacco  Act 
banned  cigarette  advertisements  in 
youth  magazines,  it  did  not  eliminate 
the  advertising  of  product-families  or 
the  sponsorship  of  events. 

Consequently,  the  tobacco  companies 
foimd  new  means  of  sales  promotion 
through  image  advertising  in  these  two 
venues.  The  author  concluded  that  a 
promotional  onslaught  in  these  two 
forums  undercut  the  so-called 
advertising  ban,  and  the  weak 
implementation  of  the  legislation  by 
health  authorities  caused  the  advertising 
restrictions  to  be  less  effective  than  they 
might  have  been  with  a  total  ban.  The 
au&or  contrasted  these  uneven  results 
with  the  success  of  Norway’s  total  ban. 

'The  study  presents  strong  evidence 
for  the  need  for  comprehensive 
advertising  restrictions  covering  all 
forms  of  advertising  and  promotion  in 
order  to  achieve  the  best  results  in 
reducing  youth  tobacco  use.  Finally,  the 
restrictions  imposed  in  Sweden  have 
not  been  in  effect  long  enough  to 
measure  accurately. 

i.  The  British  Health  Department 
Report.  Several  comments  fitim  the 
tobacco  industry  criticized  the  findings 
of  the  British  Health  Department  Report 
(Smee  Report)  that  advertising  increases 
consumption  of  tobacco  products,  apd 
that  restrictions  on  advertising  decrease 
tobacco  use  beyond  what  woiild  have 
occurred  in  the  absence  of 
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regulation.  The  Smee  Report 
examined:  (1)  The  relationsUp  between 
cigarette  advertising,  (2)  the  effects  of 
partial  and  complete  advertising  bans 
on  tobacco  consumption,  and  (3)  the 
results  of  cross-national  studies.  The 
study  focused  on  countries  for  which 
the  most  complete  data  exists — ^Norway, 
Finland,  Canada,  New  Zealand,  and  the 
United  Kingdom.  One  reported  result  of 
this  analysis  was  that  in  all  five 
countries,  bans  or  restrictions  on 
cigarette  advertising  resulted  in  an 
aggregate  decrease  in  cigarette 
consun^tion. 

(19)  The  comments  argued  that  the 
WHO  study  contradicts  the  findings  of 
this  report  regarding  Norway,  Finland, 
and  Cmada,  stating  that  the  findings  do 
not  indicate  that  advertising  restrictions 
affect  consumption.  Several  comments 
stated  their  belief  that  the  author’s 
(Smee’s)  “sweeping  and  xmjustified’’ 
conclusions  are  based  on  “data 
collected  over  a  short  time  period”  and 
on  a  “limited  and  incomplete  review  of 
the  available  evidence”.  They  also 
argued  that  Smee’s  reliance  on  existing 
studies  linking  advertising  and 
consumption  is  misplaced. 

Furthermore,  the  comments  specifictdly 
criticized  the  report’s  use  of  several  of 
the  reviewed  studies,  which,  they  claim, 
did  not  apply  rigorous  statistical 
analysis.  Finally,  the  comments  stated 
that  the  author’s  model  made  no 
allowances  for  the  effect  of  externalities, 
such  as  health  shocks  (the  Royal  College 
of  Physicians’  Report  on  Smoking  in 
1962,  the  Report  of  the  Surgeon 
General’s  Panel  on  Smoking  and  Lung 
Cancer  in  1964,  etc.).  All  the  above 
comments  maintained  that  the  Smee 
Report  shorild  not  be  relied  upon  as 
evidence  of  the  causal  relationship 
between  advertising  restrictions  and 
teen  smoking  behavior. 

FDA  disagrees  with  the  comments’ 
assessment  and  finds  the  Smee  Report 
to  be  imbiased  and  useful  as  a 
comprehensive  survey  of  the  literatiue. 
Upon  examining  the  specific  concerns 
expressed  by  the  comments  in 
connection  with  specific  country 
analyses,  FDA  has  found  that  the 
criticisms  are  without  merit.  For 
example,  the  comments  stated  that  the 
reduction  in  tobacco  consumption 
found  in  Norway' could  be  attributed  to 
externalities,  such  as  to  enforcement  of 
other  provisions  of  the  antitobacco 
legislation  package,  e.g.,  health 


173  Smee,  C,  “Effect  of  Tobacco  Advertising  on 
Tobacco  Consumption — \  Discussion  Document 
Reviewing  Evidence,”  Department  of  Health, 
Economics,  and  Operational  Research  Division, 
London,  p.  18, 1992. 


warnings,  health  education,  and  sales 
restrictions.  However,  Smee  reported 
that  the  share  of  reduction  in  tobacco 
consumption  attributable  to  the 
advertising  ban  “is  likely  to  accoimt  for 
the  great  majority  of  the  effect.”  Another 
comment  expressed  concern  that  Smee, 
in  reporting  on  the  Canadian 
experience,  failed  to  include  income  as 
an  independent  variable.  The  comment 
stated  that  this  could  seriously  bias  the 
results  because  real  income  was  falling 
in  Canada  at  the  time  the  advertising 
ban  went  into  effect.  However,  in  the 
initial  Smee  model,  the  income  variable 
was  included,  and  it  did  not  explain  the 
variation  in  tobacco  consumption.  In  the 
final  model,  Smee  did  not  include  the 
incdme  variable.  However,  removing  the 
income  variable  did  not  significantly 
change  the  estimated  coefficient  and 
would  not  have  biased  the  estimates 
from  the  model. 

Finally,  all  econometric  studies  are 
subject  to  limitations.  As  noted  in 
sections  VI.D.4.d.  and  VI.D.5.  of  this 
document,  it  would  require  controlled 
studies  to  produce  better  results  and  it 
is  neither  practical  nor  ethical  to 
conduct  such  studies.  Empirical 
research  is  always  subject  to  the 
criticism  that  some  variables  were 
omitted,  or  that  alternative 
specifications  would  3deld  different 
results.  However,  Smee  collected  many 
studies,  and  hence  his  compilation 
includes  mai^  different  specifications 
of  tobacco  demand.  Thus,  although  it  is 
difficult  to  evaluate  the  caiises  of 
variations  in  each  study,  an  analysis  of 
all  the  existing  studies  shofild  yield 
more  generalizable  and  robust  results 
than  those  of  a  single  study.  The 
question  here  is  not  whether  each  of  the 
studies  has  limitations,  but  to  what 
extent  those  limitations  impair  the 
findings  of  the  overall  survey.  Smee’s 
study  represents  the  best  attempt  to  date 
to  compile  the  niunerous  studies  on  the 
effects  of  advertising  restrictions  on 
tobacco  use  and  to  provide  a  coherent 
analysis.  His  conclusion  was  that 
restrictions  on  advertising  did  reduce 
tobacco  use. 

A  comment  in  suppmt  of  the  findings 
of  the  Smee  Report  stated  that  this  study 
was  unbiased  and  performed  by  a 
credible  organization.  The  comment 
argued  that  advertising  restrictions 
produced  the  decline  in  the  percentage 
of  yoimg  people  who  smoke  in  the 
coimtries  studied.  In  response  to  the 
tobacco  industry’s  claim  that  the  total 
number  of  cigarettes  consumed 
continued  to  rise  in  several  cormtries, 
the  conunent  said  that  “it  takes  a 
number  of  years  for  the  impact  of  the 


fact  that  fewer  people  are  starting  to 
smolce  to  show  up  in  overall  tobacco 
consumption  data.” 

ii.  New  Zealand  Toxic  Substances 
Board  Study.  Several  comments  gave 
considerable  attention  to  the  New 
Zealand  Government  Toxic  Substances 
Board  (“TSB”)  Study  which  reviewed 
the  effect  of  advertising  restrictions  in 
33  coimtries.  The  study  concluded 
that  there  was  a  correlation  between  the 
degree  of  restrictions  imposed  in  each 
country  and  decline  in  tobacco  use. 

(20)  Comments  submitted  by  those 
opposing  the  proposed  regulations 
argued  that  the  study  lacked  objectivity 
berause  of  methodological  errors, 
particularly  in  the  collection,  sorting 
and  selective  use  of  data.  The  comments 
argued  that  these  errors  removed  all 
probative  value  from  the  study. 
Moreover,  the  comments  noted  that 
FDA’s  use  of  the  study  illustrates  its 
inconclusive  nature.  In  addition,  one 
comment  asserted  that  the  drop-offs  in 
consumption  and  the  number  of 
smokers  may  be  related  to  events  other 
than  legislated  restrictions. 

One  comment  argued  that  several 
studies  cited  by  FDA  in  the  preamble  to 
the  1995  proposed  rule,  including 
Chetwynd  and  Harrison,  do  not  support 
the  claimed  relationship  between 
advertising  expenditures  and 
consumption  because  the  studies  have 
flawed  data  and  fundamental 
methodological  errors.  For  instance,  the 
comment  argued  that,  in  the  Laugesen 
study  on  tobacco  consiimption  in  23 
Organization  for  Economic  Cooperation 
and  Development  (OECD)  coimtries 
described  below,  the  qualitative 
variables  used  were  not  relevant  to  the 
regression  model  emd  biased  the  results. 
Additionally,  the  comment  criticized 
the  authors  of  the  study  for  ignoring 
contradictory  findings. 

One  comment  suggested  that  the 
findings  in  several  smaller  studies  cited 
by  FDA  do  not  indicate  that 


“Health  or  Tobacco— An  End  to  Tobacco 
Advertising  and  Promotion,”  TSB,  Wellington,  New 
Zealand,  May  1989. 

773  Laugesen,  M.,  and  C.  Meads,  “Tobacco 
Advertising  Restrictions,  Price,  Income,  and 
Tobacco  Consumption  in  OECD  Countries,  1960- 
1986,”  British  Journal  of  Addiction,  vol.  86,  pp. 
1343-1354, 1991. 

176  Chetwynd,  J.,  P.  Coope,  R.  J,  Brodie,  and  E. 
Wells,  “Impact  of  Cigarette  Advertising  on 
Aggregate  Demand  for  Cigarettes  in  New  Zealand,” 
British  Journal  of  Addiction,  vol.  83,  p.  409-414, 
1988;  Harrison,  R.,  J.  Chetwynd,  and  R.  J.  Brodie, 
“The  Influence  of  Advertising  on  Tobacco 
Consumption:  A  Reply  to  Jackson  and  Ekelund,” 
British  Journal  of  Addiction,  vol.  84,  pp.  1251- 
1254, 1989;  Raferty,  J..  “Advertising  and  Smoking — 
A  Smoldering  Debate?”,  British  Journal  of 
Addiction,  vol.  84,  pp.  1241-1246, 1989. 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Rules  and  Regulations  44493 


advertising  affects  consvunption.  The 
comment  argued  that  one  of  the 
analyses  failed  to  account  for  common 
trends  resulting  from  the  diffusion  of 
information  about  health  risks.  The 
comment  further  stated  that  Chetwynd 
used  a  model  in  his  study  that  was  more 
likely  to  indicate  correlation  than 
causation.  The  comment  also  asserted 
that  the  model  suffers  from  poor  data 
and  fails  to  take  into  account  changing 
social  mores.  In  addition,  the  comment 
argued  that  a  comparable  study 
(B^dewyn)  has  not  shown  a  decrease 
in  cigarette  consvunption  in  areas  that 
restrict  advertising. 

Industry  comments  imiformly 
criticized  the  TSB  study.  This  study  was 
also  criticized  by  the  Canadian  courts  in 
the  course  of  litigation  over  the  validity 
of  Canada’s  advertising  restrictions,  see 
section  VI.D.3.f.  of  this  document.  In 
response,  the  TSB  published  a 
modification  of  the  original  study  that 
recognized  that  mistakes  had  been  made 
in  the  initial  report.  The  reissued  report 
was  entitled  “A  Reply  to  Tobacco 
Industry  Claims  about  Health  or 
Tobacco.”  ISBN-0-477-04574-X 
(hereinafter  referred  to  as  the  Reply). 
According  to  one  comment  from  a 
public  interest  group: 

The  Reply  re-a^yzed  the  data  of  the 
impact  of  advertising  in  a  numbw  of 
countries  based  upon  criticisms  of  the 
original  report  by  the  tobacco  industry.  Even 
after  taking  into  account  the  criticisms  of  the 
tobacco  industry,  the  New  Zealand 
government  found  strong  empirical  evidence 
of  the  link  between  tobacco  advertising  and 
tobacco  consumption. 

In  addition  to  the  issuance  of  the 
Reply,  Laugesen  and  Meads  retested 
the  typology  created  by  the  TSB  and 
applied  it  to  22  OECD  covmtries  for  a  15- 
year  period.  In  the  preamble  to  the  1995 
proposed  rule,  FDA  referred  to  the 
Laugesen  study  as  providing  affirmation 
of  the  TSB’s  a^ysis  and  conclusions, 
that,  as  a  group,  covmtries  prohibiting 
tobacco  advertising  in  most  or  all  media 
experienced  more  rapid  percentage  falls 
in  consvunption  than  the  group  of 
countries  that  permitted  promotion  (60 
FR  41314  at  41334). 

The  industry  comments’  major 
criticism  of  the  Laugesen  study  is  that 
the  scale  developed  by  Laugeson  is 
flawed.  The  coiomenis  criticized  the 
amovmt  of  weight  accorded  to  different 
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types  of  advertising  restrictions  (i.e.,  TV 
ban  versus  warning  on  package). 
However,  the  rating  scale  accurately 
reflects  the  level  of  restrictions  in  each 
covmtry.  The  steps  between  the  ratings 
in  the  scale  may  be  smaller  or  larger 
than  the  comments  believe  were 
warranted,  but  the  relative  rankings 
would  remain  the  same  regardless. 

Finally,  several  comments  fovmd  fault 
with  the  smaller  studies  cited  by  FDA, 
including  ones  by  Chetwynd  and 
Harrison.  Contrary  to  the  comments’ 
assertions,  the  studies  do  include  the 
most  relevant  variables  such  as  price, 
income  and  advertising  expenditures.  A 
major  complaint  of  the  industry 
regarding  studies  done  abroad  is  that  the 
advertising  exp>enditures  fail  to  be 
totally  inclusive.  However,  the  solution 
to  that  problem  lies  with  the  industry  in 
most  cases.  Advertising  expenditvues 
are  a  closely  guarded  industry  trade 
secret.  wbdch  the  companies  state 
caimot  be  released  to  the  public  because 
of  their  commercial  sensitivity. 
However,  the  industry  could  release 
older  relevant  data  that  are  no  longer 
sensitive  for  the  purposes  of 
investigation  and  study.  Moreover, 
researchers  who  have  had  access  to 
industry  data  have  not  released  their 
data  sets  for  replication  by  other 
research  groups. 

The  final  study  criticized  by  the 
indusfry,  perforined  by  Harrison,  was 
written  in  response  to  emlier  criticism 
by  the  industry  about  the  Chetwynd 
study,  and  it  therefore  provided  some 
answers  to  the  comments’  concerns.  For 
example,  the  comments  favdt  Chetwynd 
for  failing  to  take  into  accoimt  changing 
social  mores.  Harrison  stated  that  he 
retested  Chetwynd’s  model  and  found 
that  the  model  was  structurally  stable 
through  time  in  the  long  term.  He  also 
found  that  the  long  run  analyses 
indicated  that  the  impact  of  cigarette 
advertising  on  consiunption  may  be 
larger  than  was  suggested  in  the  original 
work. 

After  reviewing  the  studies  provided 
by  the  comments  and  reevaluating  the 
studies  relied  upon  in  the  preamble  to 
the  1995  proposed  rule,  FDA  reaffirms 
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that  the  statement  that  it  made  in  the 
preamble  is  correct: 

These  studies  provide  insight  into  the 
effects  of  advertising  on  the  general  appeal  of 
and  demand  for  cigarettes  and  smokeless 
tobacco  products.  They  also  provide 
evidence  confirming  advertising’s  effect  on 
consumption  and  the  effectiveness  of 
advertising  restrictions  on  reducing  youth 
smoking. 

(60  FR  41314  at  41333) 

Based  on  the  foregoing,  FDA  finds 
that  the  intemation^  experience 
provides  empirical  evidence  that 
restrictions  on  tobacco  advertising, 
when  given  appropriate  scope  and  when 
fully  implemented,  will  reduce  cigarette 
and  smokeless  tobacco  use  among 
children  and  adolescents  imder  ffie  age 
of  18.  This  experience  provides  strong 
evidence  that  the  restrictions  that  FDA 
is  imposing  will  directly  advance  its 
interest  in  protecting  the  health  of  these 
yoimg  people. 

b.  Case  law  considering  the  effect  of 
advertising  and  advertising  restrictions 
upon  tobacco  use  by  young  people. 
Virtually  every  court  that  has  examined 
the  issue  has  held  that  there  is  a  direct 
connection  between  advertising  and 
demand  for  the  product  advertised.  For 
example,  in  Central  Hudson  Gas  and 
Electric,  447  U.S.  at  569,  the  Supreme 
Court  stated:  “(Tjhe  State’s  interest  in 
energy  conservation  is  directly 
advanced  by  the  Commission  order  at 
issue  here.  There  is  an  immediate 
connection  between  advertising  and 
demand  for  electricity.”  See  alro 
Posadas  de  Puerto  Rico  v.  Tourism  Co. 
of  Puerto  Rico,  478  U.S.  at  341-342.  In 
United  States  v.  Edge  Broadcasting  Co., 
the  Supreme  Court  carried  its  position 
in  Central  Hudson  one  step  further: 

If  there  is  an  immediate  connection 
between  advertising  and  demand,  and  the 
federal  regulation  decreases  advertising,  it 
stands  to  reason  that  the  policy  of  decreasing 
demand  for  gambling  is  correspondingly 
advanced. 

(509  U.S.  434) 

Each  circuit  court  that  has  considered 
the  issue  has  also  concluded  that  the 
regulation  of  advertising  is  reasonably 
aimed  at  reducing  demand.  (See, 
Anheuser-Busch.  Inc.  v.  Schmoke,  63 
F.3d  1305. 1314-15  (4th  Or  1995), 
vacated  and  remanded  64  U.S.L.W. 

3333  (May  20, 1996);  Dunagin  v.  City  of 
OxfoM,  Mss.,  718  F.2d  at  750  (“[W]e 
hold  that  sufficient  reason  exists  to 
believe  that  advertising  and 
consumption  are  linked  to  justify  the 
ban,  whether  or  not  ’concrete  scientific 
evidence’  exists  to  that  effect.”);  and 
Oklahoma  Telecasters  Ass’n  v.  Crisp, 
699  F.2d  490,  501  (10th  Cir.  1983),  rev’d 
on  other  grounds  sub.nom.  Capital 
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Cities  Cable,  Inc.  v.  Crisp,  467  U.S.  691 
(1984)).)  In  Greater  New  Orleans 
Broadcasting  Ass’n  v.  United  States,  69 
F.3d  1296, 1301  (5th  Cir.  1995),  the 
court  said: 

They  cannot  seriously  dispute  that  a 
prohibition  of  advertising  of  casino  gambling 
directly  advances  the  governmental  interest 
in  discouraging  such  gambling  and  fulfills 
the  (second)  Central  Hudson  prong.  It  is 
axiomatic  that  the  purpose  and  eSact  of 
advertising  is  to  increase  consumer  demand. 

To  counter  the  weight  of  this  case 
law,  comments  that  opposed  FDA’s 
advertising  restrictions  made  two 
arguments.  First,  several  comments  from 
the  tobacco  and  advertising  industries 
argued  that  the  agency  cannot  rely  on 
the  assiunption  of  a  1^  between 
advertising  and  demand  that  is 
embodied  in  these  decisions  and,  citing 
the  Court’s  more  recent  Coors  decision, 
contended  that  the  agency’s  evidentiary 
record  will  be  held  to  a  higher  standard 
of  proof. 

However,  as  one  comment  correctly 
noted,  the  Coin!  in  Coors  wrote: 

It  is  assuredly  a  matter  of  ‘common  sense’ 
that  a  restriction  on  the  advertising  of  a 
product  characteristic  will  decrease  the 
extent  to  which  consumers  select  a  product 
on  the  basis  of  that  trait. 

(115  S.Ct  at  1592)  Moreover,  in  44 
Liquoimart,  Inc.,  Justice  Stevens  quoted 
with  apparent  approval  Central 
Hudson's  reliance  on  the  “immediate 
connection’’  between  “promotional 
advertising’’  and  demand  (116  S.Ct.  at 
1506,  quoting  Central  Hudson  447  U.S. 
at  569).  Thus,  the  Supreme  Court 
continues  to  hold  that  there  is  a 
connection  between  advertising  and 
demand,  and  FDA  finds  no  merit  to  this 
contention  in  the  contrary  argiiment  in 
the  comments. 

The  second  argument  that  these 
comments  made  is  that  because  tobacco 
products  constitute  a  “mature  product’’ 
whose  availability  and  qualities  are 
widely  Icnown  to  consumers,  the 
purpose  and  function  of  cigarette 
advertising  is  to  build  market  share  and 
to  maintain  brand  loyalty,  not  to 
stimulate  demand.  FDA  considers  these 
comments  in  depth  in  the  following 
section  of  this  document. 

c.  The  function  of  advertising  in  the 
"mature”  market.  Comments  from  the 
industry,  advertisers,  psychologists,  and 
economists  argued  that  althou^  it  may 
be  true  that  advertising  generally  serves 
the  function  of  increasing  demand  for  a 
product  category,  that  truism  does  not 
work  for  tobacco,  which,  they  claim,  is 
a  mature  market. 

(21)  The  comments  argued  that 
because  tobacco  is  a  mature  product, 
advertising  serves  to  reinforce  brand 


loyalty  and  to  induce  current  smokers  to 
switch  brands.  They  stated  that  because 
consumers  are  already  aware  of  the 
tobacco  category,  advertising  does  not 
serve  to  inform  potential  consumers  of 
the  product  and  to  entice  them  to 
become  a  user.  One  comment  likened 
tobacco  to  other  mature  products  such 
as  soft  drinks,  deodorants, 
antiperspirants,  and  appliances. 
Moreover,  this  comment  argued  that 
“[b]ecause  FDA  lacks  marketing 
expertise,’’  it  has  been  misled  by  the 
size  of  the  industry’s  advertising 
expenditures  and  assumed,  incorrectly, 
that  this  means  that  the  industry  is 
attempting  to  expand  its  overall  market. 
Finally,  several  corrunents  stated  that 
there  are  no  data  that  cleiu^ly  prove  that 
advertising  and  promotion  increase 
demand  in  the  tobacco  market. 

Other  corrunents  took  the  opposing 
view  and  agreed  with  FDA’s  assessment 
that  tobacco  advertisements  make 
tobacco  products  more  appealing  to 
yoimg  people  and  affects  tobacco  use 
artiong  yoimg  people.  Several  comments 
argued  that  &e  market  for  cigarettes  and 
smokeless  tobacco  is  not  mature  but  is 
actually  very  dynamic.  In  addition  to 
brand  switching  and  brand  loyalty,  they 
argued  that  tobacco  marketing  generates 
market  expansion.  The  comment  noted 
that  there  is  substantial  movement  at  the 
margins  with  new  customers  entering 
the  market,  and  many  current  customers 
trying  to  leave. 

FDA  agrees  with  those  corrunents  that 
expressed  the  view  that  labeling  the 
tobacco  market  as  a  “mature  market’’  is 
a  simplistic  denotation,  which  fails  to 
recognize  the  movement  into  the  market 
each  day  of  new  young  smokers  often 
motivated  in  part  by  advertising.  Even 
“matiun”  markets  must  replenish  their 
customer  base  as  older  consiuners  leave 
the  market.  In  fact,  approximately  one 
million  new  young  smokers  enter  the 
tobacco  market  each  year.  These  new 
smokers  are  necessary  to  keep  the 
mature  market  stable  and  to  prevent 
decline.  There  is  no  evidence  to  suggest 
that  these  new  smokers  are 
predestined  ^*2  to  enter  the  market.  RJR 
acknowledged  this  in  one  marketing  , 
memo, 

“[I]f  we  are  to  attract  the  nonsmoker  or  the 
presmoker,  there  is  nothing  in  this  type  of 
product  that  he  would  currently  understand 
or  desire.  *  *  *  Instead,  we  somehow  must 
convince  him  with  wholly  irrational  reasons 
that  he  should  try  smoking.” 


iszTeague,  C,  Research  Planning  Memorandum 
on  Some  Thought  about  New  Brands  of  Cigarettes 
for  the  Youth  Market,  1973. 

183  Teague,  C,  Research  Planning  Memorandum 
on  the  Nature  of  the  Tobacco  Business  and  the 
Crucial  Role  of  Nicotine  Therein,  1972. 


They  must  be  influenced  by  peers, 
parents,  and  advertising,  either  to  join 
the  market  or  to  decline  to  enter. 

The  agency  finds  that  regiurdless  of 
whether  marketers  and  their  advertising 
agencies  intentionally  target  children 
and  adolescents,  young  people  are  still 
affected  by  advertising.  Children  are  not 
isolated  friom  tobacco  advertising’s 
attractiveness  or  inducements,  lliere  is 
no  “magic  curtain  around  children  and 
teenagers  who  seek  to  learn  how  to  fit 
into  the  adult  world,’’  nor  is  there  any 
evidence  to  support  a  claim  that  young 
people  are  immune  fr:om  advertising’s 
blandishments. 

Comments  asserting  that  tobacco 
advertising  fails  to  increase 
consumption  for  the  tobacco  market  run 
contrary  to  the  views  of  one  well-known 
advertising  executive  who  stated: 

I  am  always  amused  by  the  suggestion  that 
advertising,  a  function  that  has  been  shown 
to  increase  consumption  of  virtually  every 
other  product,  somehow  miraculously  fails  to 
work  for  tobacco  products. 

Further,  the  view  that  advertising 
does  not  affect  consiunption  is 
contradicted  by  industry  experience, 
logic,  and  evidence.  It  does  not  appear 
credible  that  the  industry  spends  more 
than  $6  billion  annually  merely  to 
maintain  brand  share  and  to  try  to 
switch  current  smokers;  this  argument 
defies  common  sense.  The  economics  of 
this  argument  are  strained — five 
manufacturers  control  almost  100 
percent  of  the  market,  and  three  of  these 
have  approximately  90  percent  of  the 
market. 

The  courts  have  also  expressed 
skepticism  about  this  argiunent.  In 
Dunagin  v.  City  of  Oxford,  Miss.,  the 
advertiser’s  expert,  a  professor  in 
sociology  who  specialized  in 
alcoholism,  testified  that  advertising 
merely  affected  brand  loyalty  and 
market  share,  rather  than  increasing 
overall  consumption  or  consumption  of 
individual  consumers  (718  F.2d  at  748). 
The  court  rejected  this  argument: 

It  is  beyond  our  ability  to  understand  why 
huge  sums  of  money  would  be  devoted  to  the 
promotion  of  sales  of  liquor  without  expected 


Cohen,  J.  B.,  “Charting  a  Public  Policy  for 
Cigarettes,”  Marketing  and  Advertising  Regulation: 
The  Federal  Trade  Commission  in  the  1990’s, 
edited  by  Murphy,  P.  £.,  and  W.  L.  Wilkie, 
University  of  Notre  Dame  Press,  Notre  Dame,  IN, 
pp.  234-254 , 1990. 

»•»  Foote,  E.,  “Advertising  and  Tobacco,”  JAMA, 
voL  245,  pp.  1667-1668. 1981. 

i*«Weidner,  D.,  “RJR  Tobacco  International  Gets 
New  Chief,”  Winston-Salem  Journal,  p.  Al,  Dec.  8, 
1995.  (Philip  Morris,  45  percent,  Reynolds  27 
percent.);  Antunes,  S.,  “B  ft  W  Maraud  Workers,” 
Evening  Standard,  p.  47,  Nov.  16, 1994.  (After 
Brown  ft  Williamson  acquired  American  Tobacco, 
it  had  18  percent  of  the  market.) 
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results,  or  continue  without  realized  results. 
No  doubt  competitors  wrant  to  retain  and 
expand  their  share  of  the  market,  but  what 
businessperson  stops  short  with  competitive 
comparisons?  It  is  total  sales,  profits,  that  pay 
the  advertisers  and  dollars  go  into  advertising 
only  if  they  produce  sales.  Money  talks:  it 
talks  to  the  young  and  the  old  about  what 
counts  in  the  marketplace  of  our  society,  and 
it  talks  here  in  support  of  Mississippi’s 
concern. 

(718  F.2d  at  749) 

The  cotut  concluded:  “We  simply  do 
not  believe  that  the  liquor  industry 
spends  a  billion  dollars  a  year  on 
advertising  solely  to  acquire  an  added 
market  share  at  the  expense  of 
competitors’’  (718  F.2d  at  750).  The 
same  reasoning  applies  here. 

(22)  One  comment  discussed  the 
results  of  a  recent  study  that  the 
comment  said  had  been  accepted  for 
publication  which  found  that  less 
than  10  percent  of  adult  smokers  switch 
brands  each  year,  and  that  only  6.7 
percent  switch  companies.  The 
commentary  suggests  that  this  amount 
of  “real’’  brand  switching  would  not 
justify  $6.1  billion,  an  amoimt  in  annual 
advertising  and  promotional 
expenditures. 

In  addition  to  logic,  there  is  empirical 
evidence  that  advertising  can  expand 
demand  in  a  so-called  matiue  market 
and  in  fact  has  done  so  in  the  cigarette 
market  before.  Smoking  rates  for  teenage 
girls-rose  from  8.4  percent  in  1968, 
when  major  promotional  campaigns  first 
targeted  women,  to  15.3  percent  in 
1974,  by  which  time  other  tobacco 
companies  had  also  begim  marketing 
women’s  brands.  The  same 
phenomenon  was  captured  differently 
in  a  recent  study  that  tracked 
initiation  rates  for  girls  and  women  over 
a  40-year  period,  llie  study  foimd  that 
smoking  initiation  rates  rose  for  girls 
imder  18  during  the  period  between 
1967  and  1973  (women’s  targeting 
period),  even  though  initiation  rates  did 
not  rise  for  women  18  and  older. 

Finally,  as  detailed  more  fully  in  the 
preamble  to  the  1995  propos^  rule  (60 
FR  41314  at  41345),  another  study 
looked  at  the  effect  of  variations  in 
advertising  expenditures  for  low  tar 


Siegel,  M.,  et  al.,  “The  Extent  of  Cigarette 
Brand  and  Company  Switching:  Results  from  the 
Adult  Use-of-Tobacco  Survey,’’  American  Journal  of 
Preventive  Medicine,  vol.  12,  No.  1,  pp.  14-16, 

1996. 
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L.  Dusenbury,  “Smoking  Behavior  of  Adolescents 
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Reports,  vol.  108,  pp.  217,  222, 1993. 

Pierce  J.  P.,  L.  Lee,  and  E.  A.  Gilpin.  "Smoking 
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Journal  of  the  American  Medical  Association,  vol. 
271,  No.  8,  pp.  608-611, 1994. 


cigarettes.  Although  the  advertising  did 
not  increase  the  advertiser’s  brand 
share,  increased  advertising  for  low  tar 
cigarettes  caused  the  entire  market  for 
cigarettes  to  increase. 

The  ability  of  advertising  to  expand 
total  demand  for  a  particular  class  of 
products  through  market  segmentation 
has  also  been  demonstrated  in  other 
markets  when  the  breakfost  cereal 
industry  first  began  making  health  * 
claims  for  their  products,  such  as  those 
regarding  the  cancer-prevention  benefits 
of  dietary  fiber.  The  creation  of  a  new 
segment  of  the  cereal  market — healthy 
cereal — through  the  use  of  advertising 
resulted  in  an  increase  in  the  overall 
adult  cereal  market.  Advertising  caused 
an  increase  in  aggregate  demand  by 
giving  consumers  a  “new’’  product  that 
met  their  needs,  wants,  and  desires. 

'Ilius,  advertising  can  serve  an 
important  role  in  meeting  and 
expanding  desires  in  the  marketplace.  It 
identifies  consumers’  needs  and  desires 
and  then  matches  them  with  the 
attributes  of  particular  product 
categories  and  brands.  Advertising  can 
perform  this  function  through  its  use  of 
explicit  claims  or  through  imagery,  code 
words,  or  psychosocial  cues.  And,  in 
doing  so,  it  can  both  shift  demand 
across  the  entire  product  category  and 
create  new  demand. 

Moreover,  the  industry’s  mature 
market  categorization  assumes  that  the 
product  category  has  no  outside 
competitors,  i.e.,  that  there  is  no  other 
product  line  that  competes  for  the 
consumers’  attentions  and  dollars.  For 
example,  soft  drinks  are  a  mature 
market,  but  more  healthful  drinks,  such 
as  milk,  juices,  or  even  water,  can 
attempt  to  draw  off  part  of  the  market. 

In  edition,  soft  drinks  can  try  to 
expand  their  own  market  share  as  Coca 
Cola  and  later  Pepsi  did  a  munber  of 
years  ago  when  they  promoted  cola 
for  breakfast. 

Simileirly,  tobacco  has  competitors. 
New  users  or  “presmokers,”  as  one  RJR 
employee  refers  to  them, are  faced 
not  only  with  tobacco  imagery  but  also 
with  antismoking  headth  messages  in 
commercial  media  and  in  schools. 


Roberts,  M.  J.,  and  L.  Samuelson,  “An 
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Oligoplistic  Industry,”  Rand  Journal  of  Economics, 
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103  Teague,  C,  Research  Planning  Memorandum 
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Current  smokers  are  faced  with 
alternatives  to  smoking,  includii^  over- 
the-counter  and  prescription  drug 
advertising  for  nicotine  replacement 
products  and  stop-smoking  cures.  The 
tobacco  market  thus  has  to  convince  the 
presmoker  or  new  smoker  to  switch 
from  the  nonuse  category  promoted  by 
health  professionals,  public  service 
announcements,  and  school  messages, 
to  tobacco  use.  Also,  it  must  constantly 
convince  the  addicted  smoker  not  to 
leave  the  market  by  use  of  a  competing 
nicotine-delivery  product,  a  nicotine 
replacement  source,  or  by  other 
volimtary  means. 

Finally,  even  the  industry 
acknowledges  that  young  people  are  a 
strategically  important  au^ence 
because  brand  loyalty  often  develops 
during  this  period  of  trying  cigarettes 
and  booming  a  smoker.  In  1973,  RJR’s 
research  and  development  officer  wrote 
“Realistically,  if  our  Company  is  to 
survive  and  prosper  over  the  long  term, 
we  must  get  our  share  of  the  youth 
muket.’’  And,  as  noted  in  the 
preamble  of  the  1995  proposed  rule, 
these  words  reflect  those  uttered  by  the 
Canadian  sister  company  of  the 
American  tobacco  company.  Brown  and 
Williamson  Tobacco  Corp. 

If  the  last  ten  years  have  taught  us 
anything,  it  is  that  the  industry  is  dominated 
by  the  companies  who  respond  most 
effectively  to  the  needs  of  yoimger 
smokers. 

FDA  finds  that  there  is  no  merit  to  the 
industry’s  claim  that  because  the 
tobacco  market  is  a  mature  market, 
advertising  does  not  stimulate  demand 
but  only  reallocates  the  existing  market 
between  companies.  Not  only  is  the 
industry’s  argument  overly  simplistic, 
but,  as  shown,  advertising  plays  an 
important  role  in  creating  new 
customers,  including  young  people. 

FDA  shares  the  incredulity  expressed  by 
the  court  in  Dunagin,  718  F.2d  at  750, 
regarding  this  argument:  “It  is  beyond 
our  ability  to  understand’’  why  an 
industry  would  spend  billions  a  year 
merely  to  acquire  market  share  at  the 
expense  of  its  competitors,  when  it  has 
a  much  harder  job  of  convincing  yoimg 
people  to  start  a  habit  that  is  neither 
easy  to  acquire  nor  pleasant. 
Consequently,  FDA  finds  that  the 
second  prong  of  Central  Hudson  is 
satisfied,  i.e.,  the  advertising  restrictions 
directly  and  materially  advance  the 
substantial  state  interest. 


ivs  Overall  Marketing  Objectives-PSS,  1988 
Imperial  Tobacco  Ltd.  Muketing  Plan,  p.  6;  60  FR 
41314  at  41331. 
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E.  Provisions  of  the  Final  Rule 

FDA  selected  each  of  the  restrictions 
that  it  included  in  the  1995  proposed 
rule  based  on  its  tentative  view  tiliat  the 
particular  restriction  is  necessary  to 
providing  a  compr^ensive  response  to 
the  appe^  of  tobacco  advertising  to 
young  people.  Each  proposed  restriction 
was  intended  to  address  an  aspect  of 
this  advertising  that  contributes  to  its 
appeal.  The  agency  tentatively 
concluded  that,  together,  these 
restrictions  will  ensure  that  advertising 
is  not  used  to  rmdermine  the  access 
restrictions  that  FDA  proposed  tuid  thus 
will  help  to  protect  the  health  of 
children  and  adolescents  under  the  age 
of  18. 

In  this  section  of  the  dociunent,  FDA 
will  respond  to  conunents  on  each 
element  of  this  comprehensive 
approach,  including  comments  on 
whether  the  regulations  are  legally 
supportable.  A  key  question  about  the 
agency’s  approach  is  whether  there  is  a 
reasonable  fit  between  the  agency’s 
interest  and  the  means  that  it  has 
chosen  to  accomplish  it;  that  is,  between 
the  agency’s  interest  cmd  the  specific 
restrictions  that  it  proposed.  Tliis 
inquiry  involves  consideration  of  the 
restricticms  under  the  third  and  final 
prong  of  Central  Hudson. 

FDA  will  first  consider  comments  that 
raised  general  concerns  about  its 
approach  imder  the  third  prong  of 
Central  Hudson.  It  will  then  consider 
comments  that  raised  concerns  about 
specific  restrictions  under  this  aspect  of 
Central  Hudson  as  part  of  its  discussion 
of  the  comments  on  each  restriction. 

1.  Are  FDA’s  Regulations  Narrowly 
_  Drawn? 

In  the  preamble  to  the  1995  proposed 
rule,  FDA  stated  that  the  regulations 
that  it  was  proposing  met  the  final 
prong  of  the  Central  Hudson  test  (60  FR 
41314  at  41355).  In  Central  Hudson,  the 
Supreme  Court  stated  that  the  First 
Amendment  mandates  that  speech 
restrictions  be  “narrowly  drawn.’’  The 
Court  continued: 

The  regulatory  technique  may  extend  only 
as  far  as  the  interest  it  serves.  The  State 
cannot  regulate  speech  that  poses  no  danger 
to  the  asserted  State  interest,  *  *  *  nor  can 
it  completely  suppress  information  when 
narrower  restrictions  on  expression  would 
serve  its  interest  as  well. 

(447  U.S.  at  565,  n.7)  FDA  pointed  out, 
however,  that:  “The  Supreme  Court  has 
made  it  clear  that  this  prong  does  not 
require  a  ‘least  restrictive  means  test,’ 
but  rather  that  there  be  a  ‘reasonable  fit’ 
between  the  government’s  regulation 
and  the  substantial  govenunental 


interest  sought  to  be  served’’  {Board  of 
Trustees  of  State  University  of  New  York 
V.  Fox,  492  U.S.  469,  480  (1989);  (60  FR 
41314  at  41355). 

(23)  This  statement  by  FDA  provoked 
a  significant  amoimt  of  comment. 

Several  conunents  said  that  FDA  had 
mischaracterizedits  burden.  These 
comments  argued  that  Fox  did  not 
dilute  the  Central  Hudson  analysis,  and 
*that  any  restriction  on  conunercial 
speech  must  be  narrowly  tailored.  One 
comment  pointed  out  that,  in  Rubin  v. 
Coors,  the  Supreme  Corn!  made  no 
mention  of  reasonable  fit.  The  comment 
stated  that  in  Rubin  v.  Coors,  the 
Supreme  Court  said  that  Central 
Hudson  requires  that  a  valid  restriction 
be  no  more  extensive  than  necessary  to 
serve  the  governmental  interest  (115 
S.Q.  at  1591).  Finally,  one  comment 
said  that  FDA  was  arguing  that  courts 
have  applied  a  rational  basis  standard  to 
restrictions  on  commercial  speech,  but 
the  coimnent  stated  that  FDA  was  wrong 
because  covuls  have  rejected  this  notion. 

In  response  to  these  comments,  FDA 
has  carefully  evaluated  the  relevant  case 
law.  The  agency  does  not  agree  that  it 
mischaracterized  its  burden  in  the  1995 
proposed  rule. 

It  is  true  that  in  Rubin  v.  Coors  the 
Supreme  Com!  found  that  the 
challenged  statutory  provision  violated 
the  First  Amendment’s  protection  of 
commercial  speech,  at  least  in  part, 
because  it  was  more  extensive  than 
necessary  (115  S.Ct.  at  1594).  However, 
the  Court  also  stated  that  its  inquiry 
under  the  last  two  steps  of  Central 
Hudson  involves  “a  consideration  of  the 
’fit’  between  the  legislature’s  ends  and 
the  means  chosen  to  accomplish  those 
ends’’  [Id.  at  1391  (quoting  Posadas  De 
Puerto  Rico  Associates  v.  Tourism  Co.  of 
Puerto  Rico,  478  U.S.  at  341);  (See  also 
44  Liquormart,  Inc.  v.  Rhode  Island,  116 
S.Q.  at  1510  (“As  a  result,  even  under 
the  less  than  strict  standard  that 
generally  applies  in  commercial  speech 
cases,  the  state  has  failed  to  establish  a 
reasonable  fit  between  its  abridgment  of 
speech  and  its  temperance  goal.’’)). 

Moreover,  the  Court’s  statement  in 
Rubin  V.  Coors  that  a  restriction  on 
commercial  speech  must  be  no  broader 
than  necessary,  which  was  cited  by  a 
comment,  must  be  read  in  light  of  the 
Court’s  discussion  of  this  requirement 
in  Board  of  Trustees  of  State  University 
of  New  York  v.  Fox,  492  U.S.  at  476- 
481.  In  Fox,  the  Supreme  Court 
concluded  fiom  its  consideratioii  of  how 
this  phrase  has  been  used  in  its  case  law 
and  in  the  related  case  law  on  time, 
place,  and  manner  restrictions,  that 
what  is  required,  exactly  as  the  agency 


said  in  the  1995  proposed  rule,  is  a  fit 
between  the  Government’s  ends  and  the 
means  chosen  to  accomplish  those  ends 
that  is  not  necessarily  perfect  but 
reasonable  (492  U.S.  at  480).  The 
Supreme  Court  reiterated  this  point  in 
Florida  Barv.  Went  For  It,  Inc.,  115  S.Q. 
at  2380  (citations  omitted): 

With  respect  to  this  prong,  the  differences 
between  conunercial  speech  and 
noncommercial  speech  are  manifest.  In  Fox, 
we  made  clear  that  the  “least  restrictive 
means’’  test  has  no  role  in  the  commercial 
speech  context  *  *  *  “What  our  decisions 
require,”  instead,  “is  a  ‘fit’  between  the 
le^slature’s  ends  and  the  means  chosen  to 
accomplish  those  ends,”  a  fit  diat  is  not 
necessarily  perfect,  but  reasonable;  that 
represents  not  necessarily  the  single  best 
disposition  but  one  whose  scope  is  ‘in 
proportion  to  the  interest  serv^’  that 
employs  not  necessarily  the  least  restrictive 
means  but  *  *  *  a  means  narrowly  tailored 
to  achieve  the  desired  objective. 

Thus,  FDA  did  not  mischaracterize  its 
burden  in  the  1995  proposed  rule. 
Moreover,  in  any  event,  FDA  has 
narrowly  tailored  its  provisions. 

Before  turning  to  the  question  of 
whether  there  is  a  reasonable  fit 
between  FDA’s  interest  in  the  health  of 
children  and  the  restrictions  that  FDA 
proposed  on  tobacco  advertising,  the 
agency  wishes  to  make  clear  that, 
contrary  to  the  claim  of  one  comment, 
it  recognizes  that  courts  have  not 
equated  the  reasonable  fit  test  with 
rational  basis  review.  (See,  e.g.,  Florida 
Bar  V.  Went  For  It,  Inc.)  FDA  recognizes 
that  the  reasonable  fit  test  requires  that 
the  Government  goal  be  substantial,  and 
that  the  cost  of  amoving  that  goal  be 
carefully  calculated.  (See  Board  of 
Trustees  of  State  University  of  New  York 
V.  Fox,  492  U.S.  at  480.)  It  also 
recognizes  that  this  test  requires  that  the 
agency  consider  whether  there  are  less 
biudensome  alternatives  to  restrictions 
on  speech. 

Having  already  established  that  its 
goal  is  substantial  (see  section  VI.C.4.  of 
this  dociunent),  FDA  will  consider  the 
issues  of  the  costs  of  the  restrictions  and 
alternatives  to  these  restrictions  in  its 
analysis  of  the  comments  that  follows. 

(24)  Several  comments  argued  that  the 
restrictions  on  cigarette  and  smokeless 
tobacco  advertising  that  FDA  proposed 
are  not  narrowly  tailored.  One  comment 
said  that  the  premise  of  the  narrow 
tailoring  reqtdrement  is  that  commercial 
speech  is  valuable,  and  that  it  may  only 
be  restricted  when  it  is  necessary  to  do 
so.  Other  comments  argued  that 
restrictions  on  speech  must  attack  only 
problem  speech,  and  that  FDA  had 
failed  to  prove  that  this  is  what  the 
proposed  restrictions  did.  These 
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comments  stated  that  FDA’s  proposed 
restrictions  are  more  extensive  than 
necessary  to  achieve  the  agency’s 
asserted  interest,  particularly  because 
the  agency  had  failed  to  show  that  the 
advertismgrestrictions  will  have  any 
effect  on  underage  smoking.  Some 
comments  argued  that  the  restrictions 
that  FDA  proposed  were  tantamount  to 
a  ban  because  they  will  prevent  the 
advertiser’s  message  from  reaching 
consumers. 

Other  comments  disagrrod.  These 
comments  said  that  FDA’s  proposed 
action  is  narrowly  tailored.  They  argued 
that  FDA  had  steered  clear  of  imposing 
a  categorical  ban  on  tobacco  advertising, 
or  even  broad  prophylactic  rules.  One 
comment  said  that  tailored  prohibitions, 
instead  of  all-out  bans,  are  important 
signposts  indicating  a  measur^ 
response. 

IlDA  disagrees  with  the  comments 
that  claimed  that  the  restrictions  were 
not  narrowly  tailored.  'The  agency 
recognizes,  as  the  Supreme  Court  said  in 
Zaudererv.  Office  of  Disciplinary 
Counsel,  471  U.S.  626,  646  (1985),  that 
it  has  the  burden  of  distinguishing  the 
harmless  from  the  harmful.  FDA  has 
met  this  burden. 

The  restrictions  that  FDA  is  adopting 
are  not  like  those  in  Central  Hudson, 
which,  even  though  the  Public  Service 
Commission’s  interest  was  limited  to 
energy  conservation,  reached  all 
promotional  advertising,  regardless  of 
the  impact  of  the  touted  service  on 
energy  use.  (See  447  U.S.  at  570.) 

Rather,  FDA’s  restrictions  are  carefully 
crafted  to  focus  on  those  media  and 
aspects  of  advertising  that  childrmi  are 
routinely  exposed  to  and  that  the 
available  evidence  shows  has  the 
greatest  effect  on  youngsters,  while 
leaving  the  infoimationtil  aspects  of 
advertising  largely  untouched.  FDA  is 
not  bmming  outdoor  advertising;  it  is 
restricting  it  so  that  it  does  not 
imavoidably  confiront  children  when' 
they  play.  It  is  not  banning  print 
advertising.  It  is  restricting  the  use  of 
images  and  color,  which  are  particularly 
appealing  to  children,  in  publications 
that  have  a  large  number  of  young 
readers  under  the  age  of  18  and  in  other 
forms  of  advertising  to  which  children 
are  routinely  exposi^  but  permitting 
unrestricted  advertising  in  adult 
publications  and  adult  venues.  It  is 
restricting  cigarette  and  smokeless 
tobacco  companies’  use  of  brand  names 
and  product  identifications  in 
sponsored  events,  but  again  in  a  way 
t^t  reflects  the  agency’s  concern  almut 
children  and  adolescents  under  the  age 
of  18.  That  is,  it  is  permitting  companies 


to  sponsor  in  the  corporate  name  in 
order  to  engender  go^  will,  but 
preventing  them  from  using  the  brand 
specific  attractive  imagery  that  is 
i^uential  with  yoimg  people.  Finally, 
it  is  prohibiting  the  use  of  branded 
promotional  items  because  it  is  the 
young  who  find  particiilar  value  in 
these  items.  In  each  of  these  respects, 
the  agency  has  gone  no  further  ^an  it 
has  found,  based  on  the  evidence,  is 
necessary  to  meet  its  ends.  (See  Dunagin 
V.  City  of  Oxford,  Miss.,  718  F.2d  at 
751.) 

Under  the  restrictions  that  FDA  is 
adopting,  firms  will  remain  free  to 
disseminate  advertising  that  performs 
all  the  informational  fimctions  that  are 
protected  by  the  First  Amendment. 

They  will  be  able  to  disseminate 
information  on  what  they  are  selling,  for 
what  reason,  and  at  what  price.  (See 
Virginia  State  Board  of  Pharmacy  v. 
Virginia  Citizens  Consumer  Council, 

425  U.S.  748,  765  (1976);  Bates  v.  State 
Bar  of  Arizona,  433  U.S.  350,  364 
(1977).)  ’Thus,  the  situation  here  is 
analogous  to  that  in  Friedman  v.  Rogers, 
440  U.S.  1  (1979),  where  the  Supreme 
Court  fovmd  that  a  restriction  on  the  use 
of  optometrical  trade  names  had  only  an 
incidental  effect  on  the  content  of 
commercial  speech,  'fhe  Court  said  that 
“the  frctual  information  associated  with 
trade  names  may  be  communicated 
fiaely  and  explicitly  to  the  public’’  (440 
U.S.  at  16).  So,  here,  any  information 
that  firms  wish  to  commimicate  to 
adults  may  still  be  communicated  by 
use  of  words.  Indeed,  the  tobacco 
industry  has  used  text-only  advertising 
successfully  in  the  past. 

It  may  be  true,  as  some  of  the 
comments  state  and  as  the  agency 
recognized  above,  that  it  will  be  more 
difficult  for  adult  consmners  to  find 
cigarette  and  smokeless  tobacco 
advertising  without  images  and  color, 
but  willingness  to  search  for 
information  is  one  of  the  things  that 
adults  will  do  when  they  need 
information  about  price,  quality,  or 
product  performance.  Moreover,  as 
discussed  above,  adult  tobacco  users  are 
particularly  interested  in  information  on 
price,  “safer’’  cigarettes,  and  new 
products,  information  that  can  be  freely 
conveyed  imder  FDA’s  regulations. 

(25)  'The  effect  of  the  proposed 
restrictions  on  cigarette  and  smokeless 
tobacco  product  manufacturers’  ability 
to  communicate  with  adults  was  the 
subject  of  a  number  of  comments.  These 
comments  argued  that  the  proposed 


As  discussed  more  fully  elsewhere, 
advertising  for  low-tar  products  is  generally  more 
reliant  on  text  than  on  imagery. 


restrictions  would  not  only  preclude 
speitch  that  may  be  perceiv^  by  young 
people,  it  would  preclude  speech  that 
would  be  received  by  adults.  The 
restrictions,  these  comments  asserted, 
would  deprive  adults,  who  are  legally 
entitled  to  smoke,  of  their  right  to  the 
free  flow  of  relevant  commercial 
information.  Other  comments,  relying 
on  several  cases,  said  that  the  First 
Amendment  does  not  coimtenance 
wholesale  censorship  of  speech  for 
adults  under  the  gmse  of  protecting 
children.  Many  comments,  for  example, 
quoted  a  statement  from  Butler  v.  State 
of  Michigan,  352  U.S.  380,  383  (1957) 
(“Surely,  this  is  to  bum  the  house  to 
roast  the  pig.’’)  in  support  of  this  point. 
One  comment  said  that  FDA’s  purpose 
of  reducing  tobacco  use  by  minors 
cannot  support  massive  censorship 
between  tobacco  advertisers  and  adults. 

One  comment,  however,  argued  that 
FDA’s  proposed  restrictions  are 
narrowly  tailored  to  the  specific  types  of 
advertising  that  are  most  effective  with 
children.  This  comment  said  that  these 
restrictions  permit  companies  to 
continue  marketing  practices  that  do  not 
appeal  to  children. 

FDA  has  considered  the  concerns 
expressed  in  the  comments.  First,  FDA 
does  not  agree  that  its  interest  is  limited. 
As  discussed  above,  the  agency’s 
interest  is  compelling.  Nonetheless,  the 
agency  has  tried  very  hard  to  tailor  the 
restrictions  on  advertising  in  this  final 
mle  to  focus  them  in  order  to  limit  the 
appeal  of  advertising  to  the  yoimg  and 
ensure  that  the  restrictions  on  access  to 
cigarettes  and  smokeless  tobacco  will 
not  be  undermined,  while  at  the  same 
time,  minimizing  their  effect  on  adults. 
Given  this  approach,  FDA’s  restrictions 
differ  significantly  from  those  struck 
down  in  Butler  v.  State  of  Michigan, 
where  the  Court  overturned  conviction 
of  a  bookseller  for  selling  a  book  to 
adults  that  contained  some  portions  that 
might  be  objectionable  to  young  people. 
In  that  case,  the  Supreme  Court  stated: 

We  have  before  us  legislation  not 
reasonably  restricted  to  the  evil  with  which 
it  is  said  to  deal.  The  incidence  of  this 
enactment  is  to  reduce  the  adult  population 
of  Michigan  to  only  what  is  6t  for  children. 
(352  U.S.  at  383) 

This  statement  clearly  does  not 
describe  the  situation  under  the 
restrictions  FDA  is  adopting.  Except  for 
limits  on  images  and  colors,  the 
restrictions  that  FDA  is  adopting  do  not 
limit  what  cigarette  and  smokeless 
tobacco  manufacturers,  distributors,  or 
retailers  may  say.  As  stated  above,  they 
*are  free  to  put  into  words  any 
nondeceptive  message  that  they  would 
have  communicated  hy  color  or  image. 
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FDA’s  restrictions,  as  one  comment 
stated,  restrict  only  those  advertising 
techniques  that  have  the  most  appe^. 
Tlius,  contrary  to  the  situation  in  Butler 
V.  Michigan,  Uiese  restrictimts  are 
reasonably  restricted  to  the  harms  they 
are  intended  to  address. 

Nor  are  the  restrictions  that  FDA  is 
imposing  like  the  one  struck  down  in 
Bolgerv.  Youngs  Drug  Products  Corp., 
463  U.S.  60  (1983),  which  was  cited  by 
several  comments.  In  that  case,  a 
Federal  statute  prohibited  the  mailing  of 
rinsolidted  advertisements  for 
contraceptives.  The  Postal  Service 
sought  to  justify  this  restriction  as 
aid^g  parents’  efforts  to  discuss  birth 
control  with  their  children.  While  the 
Court  found  this  interest  to  be 
substantial,  it  found  the  restriction  to  be 
more  extensive  than  the  Constitution 
permits  (463  U.S.  at  73).  The  Supreme 
Court  struck  down  the  restrictions, 
stating:  “The  level  of  discourse  reaching 
the  mailbox  simply  caimot  be  limited  to 
that  which  would  be  suitable  for  a 
sandbox’’  {Id.  at  74).  It  is  in  this  respect 
that  FDA’s  restrictions  differ  from  those 
in  Bolger.  While  FDA  may  limit  the  type 
of  color  or  imagery,  or  the  use  of 
noncommimicative  media,  i.e.,  hats, 
FDA’s  restrictions  do  not  limit  the  types 
of  information  that  can  be  disseminated, 
except  within  1,000  feet  of  schools  and 
playgrounds. 

(26)  Other  comments  cited  Sable 
Communications  v.  FCC,  492  U.S.  115 
(1989),  in  which  the  Supreme  Court 
struck  down  an  outright  ban  on 
indecent  as  well  as  obscene  interstate 
commercial  telephone  messages.  This 
case  is  not  relevant  here  because  FDA  is 
not  imposing  an  outright  ban  on 
cigarette  and  smokeless  tobacco 
advertising,  and  because  in  contrast 
to  Congress’s  failure  to  make  findings 
that  would  justify  the  ban  in  Sable,  FDA 
is  fully  explaining  the  basis  for  each  of 
the  restrictions  that  it  is  adopting  here. 

Other  comments  cited  Erznoznik  v. 
aty  of  Jacksonville,  422  U.S.  205  (1975), 
in  whi^  the  Supreme  Court  strudc 
down  an  ordinance  that,  to  protect 
minors,  made  it  illegal  to  e^^bit  a 
motion  picture  visible  from  public 
streets  in  which  female  buttocks  and 
bare  breasts  were  shown.  In  doing  so. 


>•7  The  Court  specifically  distinguished  FCC  v. 
Pacifica  Foundation,  438  U.S.  726  (1978),  because 
that  case  did  not  involve  a  total  ban  on  Ivoadcasting 
indecent  material.  The  Court  pointed  out  that  the 
FCC  rule  in  that  case  sought  to  channel  the  indecent 
material  to  times  of  the  day  when  children  most 
likely  would  not  be  exposed  to  it  [Sable 
Communicationc  v.  FCC,  492  U.S.  at  127).  FDA’s 
intention  here  is  to  impose  a  similar  type  of  focused 
and  tailored  restriction  on  tobacco  advertising  to 
limit  the  appeal  of  such  advertising  to  children. 


the  Supreme  Court  stated  that:  “Speech 
*  *  *  caimot  be  suppressed  solely  to 
protect  the  young  from  ideas  or  images 
that  a  legislative  body  thinks  unsuitable 
for  them’’  (422  U.S.  at  213). 

Again,  however,  FDA  is  imposing 
restrictions  on  the  manner  and,  to  a 
limited  extent,  places  in  which 
cigarettes  and  smokeless  tobacco  are 
advertised,  not  content  restrictions. 
Moreover,  FDA  is  restricting 
commercial  speech,  which,  as  stated  in 
section  VI.C.1.  of  this  document,  is 
subject  to  a  subordinate  position  in  the 
scale  of  First  Amendment  values  to  the 
noncommercial  expressions  involved  in 
Erznoznik.  Thus,  tMs  case  has  no 
application  here. 

(27)  Finally,  a  few  comments  cited 
Project  80%  Inc.  v.  City  of  Pocatello,  942 
F.2d  635  (9^  Cir.  1991),  a  case  in  which 
the  U.S.  Court  of  Appeals  for  the  Ninth 
Circuit  struck  down  ordinances  that 
prohibited  door*to>door  solicitation 
because  they  restricted  both  wanted  and 
unwanted  solicitations.  (See  942  F.2d  at 
638-639.)  The  municipalities  sought  to 
defend  these  ordinances  on  the  grounds 
that  they  did  not  prohibit  in-home  sales. 
However,  the  court  said  that  residents 
who  wanted  to  receive  unwanted 
solicitors  had  to  post  a  “Solicitors 
Welcome’’  sign,  and  that  the 
Government’s  imposition  of  affirmative 
obligations  on  the  residents’  First 
Amendment  rights  to  receive  speech  is 
not  permissible  {Id.  at  639). 

Presumably,  the  comments  cited  this 
case  as  evidence  that  FDA’s  restrictions 
on  tobacco  advertising  sweep  too 
broadly  because  they  affect  the  rights  of 
both  minors  and  adults  to  receive 
speech.  Again,  however,  the  case  is 
distinguishable.  Under  FDA’s 
restrictions,  adults  will  be  able  to 
continue  to  receive  tobacco  advertising 
without  any  obligation  to  take  any 
affirmative  steps.  They  will  have  to  look 
a  little  harder  because,  to  advcmce 
FDA’s  interest  in  protecting  the  health 
of  minors,  advertisements  will  generally 
not  have  images  or  color,  and  such 
advertising  will  not  be  around  schools 
or  playgrounds.  However,  the 
advertising  shovild  otherwise  continue 
to  be  available  in  newspapers, 
magazines,  and  billboards  and  appear 
imrestricted  in  adult  publications  and 
venues.  There  is  no  indication  in  Project 
’80,  Inc.  V.  City  of  Pocatello,  that  the 
Ninth  Circuit  would  find  in  such 
restrictions  an  undue  biuden  under  the 
First  Amendment. 

This  review  of  the  case  law  shows 
'  that  FDA’s  effort  to  tailor  the  restrictions 
that  it  is  adopting  for  cigarette  and 
smokeless  tobacco  advertising  that 


clearly  distinguishes  them  from  the 
governmental  efforts  to  protect  minors 
that  have  been  struck  down  as  sweeping 
too  broadly  and  as  impinging  on  the 
rights  of  adults.  Under  FDA’s 
restrictions,  there  will  still  be  a  free  flow 
of  information  to  adults  and  not  massive 
censorship  as  some  comments  allege. 
Thus,  these  comments  do  not  provide  a 
basis  to  conclude  that  FDA’s  restrictions 
fail  the  third  prong  of  the  Central 
Hudson  test. 

(28)  Several  comments  pointed  out 
that  the  Supreme  Court  h^  stated  on 
several  occasions  that  regulations  that 
disregard  numerous  and  obvious  less 
restrictive  and  more  precise  means  of 
achieving  the  government’s  asserted 
objectives  ere  not  narrowly  tailored. 
These  comments  suggested  that  there 
are  several  less  restrictive  alternatives  to 
the  restrictions  on  advOTtising  that  FDA 
had  proposed.  One  alternative  pointed 
to  by  the  comments  was  better 
enforcement  of  laws  prohibiting  sales  to 
minors.  The  comments  pointed  out  that 
(Dongress  passed  legislation  as  part  of 
the  Alcohol,  Drug  Abuse,  and  Mental 
Health  Administration  (ADAMHA) 
Reorganization  Act  of  1992,  that 
prohibits  DHHS  from  providing  block 
grants  for  the  prevention  and  treatment 
of  substance  abuse  unless  the  State 
prohibits  the  sale  and  distribution  of 
tobacco  products  to  persons  imder  18. 
The  comments  said  t|iat  FDA  should 
give  this  new  law  a  chance  to  work 
before  imposing  restrictions  on  speech, 
particularly  in  light  of  the  fact  that 
DHHS  itself  said  in  its  1995  proposed 
rule  to  implement  this  new  law  that 
“(ejliminating  virtually  all  sales  [of 
tobacco  products]  to  minors  does  not 
even  present  particularly  difficult 
enforcement  problems’’  (see  58  FR 
45156  at  45165,  Au^t  26. 1993). 

The  other  alternative,  according  to  the 
comments,  that  exists  to  the  restrictions 
is  an  educational  campaign  that  is 
sponsored  either  by  the  Ckivemment  or 
that  is  provided  through  voluntary 
counter  speech  by  the  tobacco  industry. 

The  agency  recognizes  that  the 
various  opinions  by  the  Justices  in  44 
Liquormart  reiterate  the  need  to 
consider  nonspeech  restrictions.  Justice 
Stevens,  speal^g  for  himself  and 
Justices  Kennedy,  Ginsburg,  and  Souter 
stated  that  the  legislature  “cannot 
satisfy  the  requirement  that  its 
restriction  on  speech  be  no  more 
extensive  than  necessary,’’  given  that 
alternative  forms  of  regulation,  such  as 
taxation  or  limits  on  purchases  that  did 
not  involve  restrictions  on  speech, 
could  achieve  the  goal  of  promoting 
temperance  as  well  as,  or  better,  than. 
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its  ban.  Moreover,  Justice  O’Connor  in  a 
concrirrence,  joined  by  the  Chief  Justice, 
and  Justices  ^uter  and  Breyer  stated: 

The  availability  of  less  burdensome 
alternatives  to  reach  the  stated  goal  signals 
that  the  fit  between  the  legislatun’s  ends  and 
the  means  chosen  to  accomplish  those  ends 
may  be  too  imprecise  to  withstand  First 
Amendment  scrutiny. 

(116  S.Ct.  at  1521) 

(29)  One  comment,  however,  argued 
that,  for  two  reasons,  there  is  no 
plausible  claim  that  FDA  has 
disregarded  reasonable  alternatives. 

First,  the  comment  pointed  out  that  the 
Federal  Government  has  engaged  in  an 
incremental  effort  for  30  years  to  strike 
the  appropriate  balance  in  regulating  the 
sale  of  tolracco  products.  This  effort  was 
successful  in  bringing  down  overall 
smoking  rates,  but  youth  smoking  rates 
remain^  stable  during  the  1980’s  and 
have  recently  begun  to  rise.  Because 
previous  measures  have  failed,  the 
comment  said,  it  was  now  appropriate 
for  FDA  to  take  stricter  action  to  reduce 
the  use  of  tobacco  products  by  minors. 
Second,  the  comment  noted  that  a  lack 
of  narrow  tailoring  often  manifests  itself 
in  a  restraint  that  is  either  grossly 
underinclusive  or  overinclusive.  The 
comment  said  that  FDA  had  been 
neither  here. 

In  Florida  Barv.  Went  For  It,  Inc.,  115 
S.Ct.  at  2380,  the  Supreme  Court  made 
clear  that  the  question  whether  a 
restriction  on  commercial  speech  is 
reasonably  well-tailored  tmns,  at  least 
in  part,  on  the  existence  of  “numerous 
and  obvious  less  burdensome 
alternatives  to  restrictions  on 
commercial  speech  *  *  (See  115 
S.Ct.  at  2380  (citing  Cincinnati  v. 
Discovery  Network,  Inc.,  507  U.S.  410, 
418  n.l3  (1993)).)  roA  has  considered 
the  alternatives  suggested  by  the 
comments  and  finds  that  none  of  them 
is  an  appropriate  alternative  to  the 
restrictions  that  FDA  is  adopting. 

First,  the  Government  has  engaged  in 
a  30-year  effort  to  eliminate  young 
people’s  access  to  and  use  of  tobacco 
products.  The  industry,  through  its 
volimtary  code  and  various  education 
programs,  has  professed  to  be  part  of  the 
solution.  However,  tobacco  can  be  easily 
obtained  by  yovmg  people  (between  516 
million  and  947  million  packs  of 
cigarettes  sold  illegally  per  year  to 
children  (1992-1993)  (60  FR  41314  at 
41315)).  Moreover,  although  adult 
smoking  rates  have  declined 
dramatically  since  the  publication  of  the 
first  Surgeon  General’s  Report  in  1964 
(from  over  42.4  percent  in  1965  to  25 
percent  in  1993)  (60  FR  41314  at  41317), 
young  people’s  smoking  rates  failed  to 
decline  dvuring  the  decade  of  the  1980’s 


and  began  to  rise  in  1991.  Between  1991 
and  1995,  the  proportion  of  8th  and 
10th  graders  who  reported  smoking  in 
the  30  days  before  the  survey  had  risen 
by  one-third,  to  about  19  percent  and  28 
percent,  respectively.  Smoking  among 
high  school  seniors  had  increased  by 
more  than  one-fifth  since  1992,  with 
33.5  percent  saying  that  they  had 
smoked  in  the  30  days  before  the 
survey. Thus,  past  efforts  involving 
age  restrictions  and  warning  messages 
on  packages  and  advertising  have  not 
been  sufficient  to  reduce  the  demand  for 
tobacco  by  young  people.  The 
restrictions  on  advertising  are  designed 
to  affect  the  demand. 

Second,  the  agency  proposed  a 
sufficiently  comprehensive  set  of 
regulatory  restrictions  to  address  the 
problem  of  tobacco  use  by  young 
people,  to  wit:  (1)  Provisions  that 
restrict  and  prevent  sales  of  tobacco 
products  to  young  people;  (2)  provisions 
that  reduce  the  appeal  of  tobacco 
products  for  young  people  that  is 
created  by  advertising  and  promotions; 
and  (3)  a  program  to  provide 
educational  messages  for  young  people 
to  help  them  resist  tobacco  use.  Thus, 
the  agency  has  not  relied  solely  on 
regulations  that  have  an  impact  upon 
the  speech  of  the  tobacco  industry  but 
has  included  provisions  to  address  the 
activity  itself. 

Third,  while  it  is  true  that  better 
enforcement  of  laws  restricting  sales  to 
minors  is  complementary  to  FDA’s 
approach,  it  does  not  eliminate  the  need 
for  this  action.  As  DHHS  recognized  in 
its  final  rule  implementing  the 
ADAMHA  Reorganization  Act  of  1992, 
DHHS’s  action  imder  that  statute  and 
FDA’s  regulations  both  address  the  need 
to  reduce  minors’  access  to  tobacco 
products.  FDA’s  action,  however,  in 
addition  to  reducing  access,  attempts, 
through  the  restrictions  on  advertising, 
to  reduce  “the  powerful  appeal  of 
tobacco  products  to  childmn  and 
adolescents’’  (61  FR  1492,  January  19, 
1996).  199 


iM  ‘Teen  Smoking,  Marijuana  Use  Increase 
Sharply,  Study  Shows;  HHS  Sees  Alarming 
‘Culturewide’  Change  in  Progress,"  The  Washington 
Times,  p.  A2,  Decemher  16, 1995;  quoting  from 
"Results  from  the  1995  Monitoring  the  Future 
Survey,”  National  Institute  on  Drug  Abuse  Briefing 
for  Donna  E.  Shalala,  PhD.,  Secretary  of  Health  and 
Human  Services,  Decemher  13, 1995. 

'■*It  is  true  t^t  in  its  August  25, 1993,  proposal 
(58  FR  45156),  DHHS  stated,  as  the  comments  say, 
that  eliminating  virtually  all  sales  to  minors  does 
not  present  particularly  difficult  enforcement 
problems.  This  statement  did  not  imply,  however, 
that  achieving  this  goal  would  be  easy,  nor  did  it 
reflect  considmtion  of  what  ancillary  meuures 
would  be  useful  to  help  to  achieve  this  goaL  It  was. 


Advertising,  as  explained  in  sections 
VI.B.  and  V1.D.  of  this  document,  plays 
a  role  in  the  decision  of  children  and 
adolescents  to  use  cigarettes  and 
smokeless  tobacco.  As  long  as 
advertising  continues  to  play  that  role, 
yotmg  people  will  be  motivated  to 
obtain  access  to  tobacco  products  and  to 
attempt  to  circumvent  any  access 
restrictions.  Thus,  the  restrictions  on 
speech  are  necessary  to  prevent 
advertising  from  undermining  FDA’s 
proposed  restrictions  on  access.  First, 
the  agency  notes  that  the  voluntary 
educational  campaigns  conducted  by 
tobacco  companies  have  not  been 
effective  in  reducing  underage  tobacco 
use.  This  fact  is  evidenced  by  the 
increase  in  prevalence  of  tobacco  use 
among  young  people.  (See,  e.g.,  60  FR 
41314  at  41315.)  Second,  the  agency 
finds  that  any  educational  campaign  is 
likely  to  be  imdermined  if  the  yoimg 
people  to  whom  it  is  aimed  continue  to 
be  the  target  of  advertising  that  fosters 
the  perception  that  experimentation 
with  tobacco  by  yovmg  people  is 
expected  and  accepted. 

The  U.S.  Court  of  Appeals  for  the 
Fifth  Circuit  considered  a  su^estion 
similar  to  that  of  an  educational 
campcdgn  in  Dunagin  v.  City  of  Oxford, 
Miss,  and  found  it  not  to  be  an 
alternative  to  reactions  on  advertising: 

We  do  not  believe  that  a  less  restrictive 
time,  place,  and  manner  restriction,  such  as 
a  disclaimer  warning  of  the  dangers  of 
alcohol,  would  be  effective.  The  state’s 
concern  is  not  that  the  public  is  unaware  of 
the  dangers  of  alcohol  *  *  *  The  concern 
instead  is  that  advertising  will  unduly 
promote  alcohol  consumption  despite  known 
dangers. 

(See  718  F.2d  at  751;  see  also  Posadas 
de  Puerto  Rico  Ass’n  v.  Tourism  Co.  of 
Puerto  Rico,  478  U.S.  at  344.)  This  is 
exactly  FDA’s  concern  about  the  effect 
of  advertising  on  underage  tobacco  use, 
and  why  an  educational  campaign, 
which  may  complement  advertising 
restrictions,  is  not  an  alternative  to 
them. 

Thus,  the  agency  concludes  that  there 
are  no  less  bv^ensome  alternatives  to 
restrictions  on  advertising.  In  this 
respect,  this  proceeding  is 
distinguishable  from  that  considered  in 
Rubin  V.  Coors,  which  was  cited  by  a 
number  of  the  comments.  In  Rubin  v. 
Coors,  the  Supreme  Court  pointed  to  the 
fact  that  the  respondent  cited  several 
options  that  could  advance  the 
Government’s  asserted  interest  in  a 
manner  less  intrusive  to  respondent’s 
First  Amendment  rights  than  the 


rathet,  a  statement  of  DHHS’  view  that  this  goal 
could  be  achieved. 
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statutory  provision  the  Government  had 
adopted  (115  S.Q.  at  1593).  200  Here,  as 
in  section  VI.E.  of  this  document,  there 
are  none  believed  to  be  nearly  as 
effective. 

In  U.S.  V.  Edge  Broadcasting  Co.,  509 
U.S.  418, 430  (1993),  the  Supreme  Ckturt 
said  that  “the  requirement  of  narrow 
tailoring  is  met  if  ‘the  *  *  *  regulation 
promotes  a  substantial  Government 
interest  that  would  be  achieved  less 
effectively  absent  the  regulation,’ 
provided  that  it  did  not  burden 
substantially  more  speech  than 
necessary  to  further  the  government’s 
legitimate  interests.’’ 

FDA’s  restrictions  on  cigarette  and 
smokeless  tobacco  advertising  clearly 
meet  this  test.  FDA’s  restrictions 
directly  and  materially  advance  its 
compelling  interest  in  the  health  of 
children  and  adolescents  imder  the  age 
of  18.  The  discussion  of  the  lack  of  less 
restrictive  alternatives  demonstrates  that 
the  agency’s  goals  would  be  achieved 
less  effectively  in  the  absence  of  these 
restrictions.  Finally,  as  the  discussion 
on  narrow  tailoring  and  in  the  review  of 
the  comments  on  each  of  the  regulations 
on  advertising  that  follows  makes  clear, 
FDA  is  restricting  only  those  aspects  of 
advertising  that  have  particular  appeal 
to  the  yoimg.  Thus,  the  agency  has 
crafted  the  advertising  provisions  with 
specificity  to  allow  imrestricted 
advertising  in  those  venues  that  are  not 
seen  by  or  used  by  children  and 
adolescents.  Accordingly,  publications 
with  adult  readership 'and  adult 
establishments  may  have  unlimited 
print  advertising.  Moreover,  companies 
are  fiee  to  offer  nontobacco  items  and 
events  in  their  corporate  names  or 
imbranded.  Companies,  thus,  can 
reward  adult  usage  by  providing  these 
incentives  but  may  not  do  so  in  a  format 
(with  brand  ident^cation  and  imagery) 
which  is  appealing  to  young  people. 

However,  the  agency  has  b^n  unable 
to  determine  additional  areas  for 
imrestricted  advertising.  'Thus,  other 
than  adult  establishments,  such  as  bars, 
there  are  no  areas  at  other  retail 
establishments  that  are  not  visible  to 
young  people.  Billboards  are  ubiquitous 
and  accessible  to  all  ages.  Nontobacco 
items  can  be  restricted  to  dissemination 
to  adults,  but  they  would  still  serve  as 
walking  billboards.  Finally,  there  aie  no 
adult  only  sponsored  events— children 
are  at  the  events  or  watching  them  on 


zoo  One  alternative  that  the  respondents  in  Rubin 
V.  Coon  advanced  was  prohibiting  niarketing  efforts 
emphasizing  high  alcohol  strength  (11.S  S.Ct.  at 
1593.)  What  FDA  is  doing  here  is  analogous  to  that 
alternative.  It  Is  restricting  marketing  efforts  that 
have  particular  appeal  to  the  young. 


television.  As  described  more  fully  in 
section  VI.E.8  of  this  document,  in  the 
case  of  auto  racing,  attendance  by  young 
people  is  on  the  rise. 

2.  Section  897.30(a) — ^Permissible  Forms 
of  Labeling  and  Advertising 

Proposed  §  897.30(a)  would  have 
established  the  scope  of  permissible 
forms  of  labeling  amd  advertising  for 
cigarettes  and  smokeless  tobacco. 
Proposed  §  897.30(a)(1)  would  have 
defined  permissible  forms  of  advertising 
as  newspapers,  magazines,  periodicals, 
or  other  publications  (whether  periodic 
or  limited  distribution);  billboards, 
posters,  placards;  and  nonpoint  of  sale 
promotional  material  (including  direct 
mail).  Proposed  §  897.30(a)(2)  wofild 
have  defined  permissible  forms  of 
labeling  as  point  of  sale  promotional 
material;  audio  and/or  video  formats 
delivered  at  a  point  of  sale;  and  entries 
and  teams  in  sponsored  events. 

In  response  to  the  comments,  FDA  has 
revised  §  897.30(a)  so  that  it  no  longer 
distinguishes  between  advertising  and 
labeling,  deletes  teams  and  entries  as 
permissible  advertising,  describes  the 
procedure  that  FDA  wall  follow  when  it 
is  informed  by  advertisers  of  their  intent 
to  advertise  in  a  medium  not  listed  in 
the  regulation. 

In  addition,  the  first  sentence  of 
§  897.30(a)^  which  states  that  this 
subpart  does  not  apply  to  cigarette  or 
smokeless  tobacco  product  package 
labels,  has  been  redesignated  as 
§  897.30(c). 

(30)  Several  comments  were  received 
addressing  the  issue  of  permissible 
advertising  outlets.  Comments  from  the 
tobacco  and  advertising  industries 
opposed  the  1995  proposed  rule.  These 
comments  criticized  the  1995  proposed 
rule  for  not  defining  the  term 
“advertising”  and  ^led  the  1995 
proposed  rule  unprecedented  in  the 
scope  of  its  limitations  on  the  forms  of 
me^a,  a  violation  of  the  First 
Amendment,  a  violation  of  the 
Administrative  Procedure  Act  (APA), 
and  beyond  FDA’s  statutory  authority. 
Supporters  of  the  1995  proposed  rule, 
including  health  and  public  interest, 
groups,  stated  that  it  is  a  reasonable 
measure  given  the  effect  of  advertising 
on  children  and  that  it  provides 
manufacturers  with  a  wdde  variety  of 
means  for  communicating  with  their 
customers.  Some  supporting  comments 
urged  that  the  prohibition  of  certain 
media,  such  as  the  Internet,  be  stated 
explicitly. 

Severd  comments  from  the  tobacco 
industry  expressed  concern  that  FDA 
did  not  define  the  term  “advertising” 


“because  §  897.30(a)(1)  would  limit  the 
media  in  which  cigarettes  may  be 
‘advertised,’  the  definition  of 
‘advertising’  as  used  by  FDA  is  crucial; 
yet  the  term  is  not  de^ed  in  the 
proposed  regulations.” 

Moreover,  they  expressed  concern 
that  the  definition  was  so  sweeping  that 
it  could  literally  “include  reports  to 
shareholders  or  potential  sh^holders; 
communications  among  manufacturers, 
wholesalers,  distributors,  and  retailers; 
or  even  communications  to  the  news 
media  insofar  as  they  might  be  deemed 
a  ’commercial  use.’” 

Other  comments  requested  that  the 
agency  clarify  the  definition  to  ban 
product  placements  in  movies  and 
commercials  shown  in  movie  theaters. 
Several  comments  stated  that  §  897.30 
should  be  extended  to  include  tobacco 
product  packages  to  reduce  the  means  of 
a  child  expressing  affinity  with  the 
image  associated  with  a  particular 
brand.  One  comment  recommended 
tombstone  packaging  without  an 
identifiable  logo. 

The  agency  carefully  considered 
whether  it  should  attempt  to  define  the 
term  “advertising”  more  explicitly  than 
it  did.  “Advertising”  as  a  term  is 
constantly  evolving,  as  new  media  and 
new  techniques  of  marketing  emerge. 
Although  its  boundaries  are  imderstood 
(and  were  provided  in  the  preamble  to 
the  1995  proposed  rule),  there  is  no  one 
accepted  definition.  FTC  is  the  Federal 
agency  with  general  responsibility  for 
regulating  most  consumer  advertising. 
Yet  neither  FTC  nor  any  of  its  rules 
define  the  general  term  “advertising.” 
The  agency  agrees  with  the  approach 
taken  by  FTC  and  continues  to  believe 
that  the  term  “advertising”  should  not 
bo  defined  any  more  specifically.  'Thus, 
FDA  finds  that  the  description  of 
advertising  in  the  preamble  to  the  1995 
proposed  rule  is  appropriate:  . 

Labeling  and  advertising  are  used 
throughout  this  subpart  to  include  all 
commercial  uses  of  the  brand  name  of  a 
product  (alone  or  in  conjunction  with  other 
words),  logo,  symbol,  motto,  selling  message, 
or  any  other  indicia  of  product  identification 
similar  or  identical  to  that  used  for  any  brand 
of  cigarette  or  smokeless  tobacco  product. 
However,  labeling  and  advertising  would 
exclude  package  labels,  which  would  be 
covered  under  proposed  subpart  Q 
(60  FR  41314  at  41334) 

The  agency  also  agrees  .with 
comments  that  state  that  it  must  provide 
some  context  for  the  application  of  so 
open  ended  a  definition.  For  example, 
comments  contended  that  “commercial 
use”  could  be  interpreted  to  include 
such  items  as  trade  advertising 
(communication  between 
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manu&cturers,  wholesalers, 
distributors,  and  retailers),  shareholder 
reports,  and  possibly  even 
conununications  with  the  news  media. 
This  was  not  FDA’s  intent.  This  rule  is 
a  consiuner  based  regulation;  it  is  not 
the  intention  of  FDA  to  include  purely 
business  related  communications.  Thus, 
noncommercial  uses  would  not  be 
affected.  These  would  include  such  uses 
as  unpaid  press  statements,  signs  on 
factories  noting  locations,  business 
cards,  and  stoc^older  reports.  While 
many  of  these  uses  would  be  ordinary 
and  necessary  business  expenses,  they 
would  not  be  commercial  uses  in  the 
context  of  the  rule’s  restrictions  on 
tobacco  advertising  affecting  minors’ 
tobacco  use. 

Furthermore,  the  preamble  to  the 
1995  proposed  rule  explained  that  the 
agency  intends  to  permit  advertising 
with  imagery  and  color  in  publications 
that  are  read  primarily  by  adults.  For 
that  reason,  imder  §  897.32(a), 
advertisements  in  publications  (whether 
periodic  or  limited  distribution)  with 
primarily  adult  readership  are  not 
restricted  to  a  text-only  format.  Trade 
advertising  in  trade  press  publications 
and  trade  show  publications,  trade 
catalogs,  price  sheets,  and  other 
publications  for  wholesalers, 
distributors,  and  retailers  that  will  not 
be  seen  by  consumers,  including 
minors,  are  unaffected  by  the  rule. 

Also,  the  agency  does  not  believe  that 
the  term  “advertising”  needs  to  be 
defined  to  clarify  what  is  not  a 
permissible  advertising  outlet.  The  1995 
proposed  rule  clearly  specifies  what 
advertising  outlets  are  included  within 
the  regulation’s  coverage.  However,  the 
agency  has  been  persuaded  to  malce 
more  clear  its  procedures  for  new  or 
vmcovered  media.  These  procedures  are 
described  in  this  section. 

The  agency  does  not  agree  with 
comments  that  the  rule  needs  to  be 
clarified  regarding  infomercials  or 
advertorials  (program  length 
commercials).  Television  infomercials 
are  not  allowed  imder  the  statutory 
broadcast  ban,  and  magazine 
advertorials  would  be  treated  like  any 
other  magazine  advertising.  The  agency 
recognizes  that  commerci^  advertising 
messages  (videos)  shown  in  a  movie 
theater  are  not  addressed  by  the  1995 
proposed  rule.  If  this  becomes  a  desired 
me^um,  the  companies  would  need  to 
notify  FDA  30  days  prior  to  using  a  new 
medium.  Finally,  product  placements  in 
movies,  music  videos,  and  television,  if 
not  placed  at  the  expense  of  a  tobacco 
manufacturer,  distributor,  or  retailer, 
would  not  be  affected  by  this  rule.  The 


agency  does  not  intend  to  regulate  a  film 
producer’s  artistic  expression — i.e., 
what  the  producer  chooses  to  display  in 
movies. 

The  agency  has  decided  not  to 
include  restrictions  on  tobacco  product 
packaging.  .The  agency  has  attempted  to 
narrowly  tailor  tMs  rule  and  therefore 
has  not  included  packaging  restrictions 
at  this  time. 

(31)  Several  comments  from  the 
advertising  industry  expressed  concern 
that  the  wording  of  §  897.30(a)(1)  wovdd 
ban  all  advertising  for  tobacco  products 
that  is  not  expressly  permitted.  If  so,  the 
comment  states,  the  rule  would  be 
arbitrary  and  capricious  because  the 
agency  did  not  present  evidence  that 
these  unnamed  advertising  techniques 
influence  young  people.  Another 
comment  pointed  out  that  the  channels 
available  to  tobacco  companies  for 
communicating  wdth  adults  already 
have  been  severely  restricted  by 
Congress’  ban  on  television  tmd  radio 
advertising. 

In  contrast,  comments  from 
organizations  of  health  professionals 
and  a  public  interest  group  supported 
the  scope  of  permissible  advertising. 

One  specific  comment  stated  that,  “The 
media  listed  in  §  897.30  provide 
manufocturers  with  a  wide  variety  of 
means  for  communicating  with  their 
customers.” 

The  agency  has  determined  that  the 
scope  of  the  permissible  outlets  for 
tobacco  advertising  in  the  1995 
proposed  rule  is  reasonable.  The 
permissible  forms  are  the  known  ciurent 
forums  for  tobacco  labeling  and 
advertising  and  accoimt  for  the  vast 
majority  of  advertising  expenditrnes. 
While  the  format  of  much  of  current 
tobacco  advertising  is  being  restricted  to 
a  text-only  format,  almost  tdl  of  the 
current  media  outlets  being  used  for 
tobacco  advertising  will  still  be 
permissible.  Legal  users  will  continue  to 
be  able  to  receive  information  about 
cigarettes  and  smokeless  tobacco,  in  a 
text-only  format  in  most  cases,  in 
virtually  all  the  same  media  currently 
used  for  tobacco  advertising.  Moreover, 
if  an  advertiser  intends  to  use  a  new 
media  outlet  not  included  in  the  list  of 
permissible  advertising,  its 
responsibility  is  to  notify  FDA.  and 
provide  the  agency  with  information 
about  the  me^a  and  the  extent  to  which 
the  advertising  is  seen  by  young  people. 
FDA  will  review  any  submission  and 
make  a  determination  whether 
provisions  of  the  final  regulation ' 
provide  sufficient  information  for  the 
advertiser  to  know  how  to  disseminate 
its  advertising  or  whether  the 


regulations  need  to  be  amended. 
Advertising  in  any  new  media  will  be 
subject  to  ^e  text-only  format 
requirement  if  it  is  a  medium  used  by 
yoimg  people.  Therefore,  FDA  has 
creat^  a  new  §  897.30(a)(2)  to  reflect 
this  new  process. 

The  agency  beUeves  this  approach  is 
reasonable  and  is  fully  consistent  with 
its  statutory  authority  and  with  the  First 
Amendment.  In  Central  Hudson  Gas  S' 
Electric  Co.,  447  U.S.  at  571,  n.l3,  the 
Supreme  Court  suggested  that  the  Public 
Service  Commission  might  consider  a 
system  of  previewing  advertising 
campaigns  to  ensure  that  they  will  not 
defeat  conservation  policy,  llie  Court 
pointed  out  that  “commercial  speech  is 
such  a  sturdy  brand  of  expression  that 
traditional  prior  restraint  doctrine  may 
not  apply  to  it”  [Id.].  Given  the  agency’s 
significant  interest  in  ensuring  that  the 
restrictions  on  access  that  it  is  imposing 
are  not  undermined,  FDA  finds  that  the 
requirement  that  firms  consult  with  it 
before  using  a  new  advertising  medium 
is  a  limited  means  of  regulating 
commercial  expression  that  is  likely  to 
vindicate  FDA’s  public  health  interests. 
This  approach  will  not  prohibit  the 
tobacco  industry  from  advertising  in 
new  media  but  will  protect  yovmg 
people  by  giving  the  agency  an 
opportunity  to  review  the  problems 
presented  by  a  new  media  and  to  design 
new  regulations  or  adapt  current  ones. 

(32)  One  comment  from  a  public 
interest  group  concerned  widi  electronic 
media  urged  FDA  to  explicitly  prohibit 
tobacco  advertising  over  the  Internet, 
Worldwide  Web,  and  other  on-line 
services  and  interactive  media.  The 
comment  stated  that  children  and 
adolescents  are  increasingly  using  on¬ 
line  services  with  up  to  4  million 
Americans  under  age  18  using,  or  with 
access  to,  on-line  services.  The 
comment  stated  further  that  the 
interactive  nature  of  the  on-line  services 
gives  advertisements  nvunerous 
advantages  over  traditional  print 
advertisements.  The  comment 
emphasized  that  a  ban  on  tobacco 
advertising  over  these  media  is 
necessary  because  the  text-only  format 
would  not  be  as  effective  in  reducing 
the  appeal  of  tobacco  advertising  to 
minors  given  the  interactive  nature  of 
these  media. 

One  conunent  from  an  organization  of 
health  professionals  stated  that  one 
tobacco  company  advertises  its  mail¬ 
order  business  through  a  Web  site  on 
the  Internet  and  offers  linlcs  to  other 
tobacco-related  sites.  The  comment 
wondered  why  this  type  of 
advertisement  was  not  banned  by  FCX] 


44502  Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Rules  and  Regulations 


since  the  Internet  operates  over 
telephone  lines,  a  form  of  electronic 
media  that  is  regulated  by  FCC  and  from 
which  cigarette  advertising  is  harmed. 

A  few  comments  dealt  with  on-line 
advertising  and  reconunended  that  the 
rule  should  limit  format  to  black  text  on 
a  plain  background,  require  advertisers 
to  demonstrate  that  significant  munbers 
of  children  do  not  access  ad  sites, 
require  use  of  any  available  blocking 
tec^ology,  and  define  “conspicuous” 
and  “prominent”  as  they  pertain  to 
interactive  media. 

Some  of  these  comments  have 
suggested  that  advertising  ofrtobacco 
products  in  on-line  media  should  be 
harmed  rmder  the  Federal  Qgarette 
Labeling  and  Advertising  Act’s  (the 
Cigarette  Act)  (15  U.S.C.  1331)  and  the 
Comprehensive  Smokeless  Tobacco 
Health  Education  Act  of  1996’s  (the 
Smokeless  Act)  (15  U.S.C  4401) 
prohibition  of  advertising  on  any  media 
subject  to  the  jurisdiction  of  FCC.  The 
agency  leaves  the  issue  of  jurisdiction 
and  the  applicability  of  the  broadcast 
ban  to  the  Department  of  Justice,  which 
has  the  appropriate  jurisdiction  over  the 
Qgarette  Act,  and  to  FTC,  which  has 
along  with  the  Department  of  Justice 
juris^ction  over  the  Smokeless  Act. 
Were  these  agencies  not  to  take  action 
and  were,  toltocco  advertising  to 
continue  in  on-line  media,  then  FDA  is 
available  to  meet  with  advertisers 
regarding  their  responsibility  imder  the 
final  rule. 

Hie  agency  recognizes  the  growing 
importance  and  use  of  on-line  media 
and  the  Internet  for  communications  of 
all  sorts,  including  tobacco  sales  and 
advertising.  On-line  media  are  not 
included  within  the  list  of  permissible 
outlets  for  tobacco  advertising  because 
the  agency  does  not  have  sufficient 
information  oathe  technology  to 
include  regulations  in  the  final  rule. 
However,  advertisers  interested  in 
advertising  on  the  Internet  should  notify 
the  agency,  after  the  rule  is  final,  and ' 
provide  the  agency  with  sufficient 
information  about  use  by  young  people 
so  that  the  agency  can  make  a  proper 
determination.  This  notification  is  for 
discussion  purposes  only,  and  is  not  in 
any  way  intended  to  imply,  or  create  a 
ne^  for,  prior  approval. 

The  agency  recognizes  the  concern 
expressed  by  one  comment  that  a  text- 
only  format,  without  additional 
requirements,  may  not  be  as  effective  in 
protecting  yoimg  people  from  on-line 
advertising  as  it  would  be  for  print 
advertising  because  of  the  interactive 
nature  of  on-line  media.  The  agency 
would  consider  the  imique  qu^ties  of 


on-line  media  and  the  Internet  in 
evaluating  any  requests  to  use  these 
media.  Any  other  statement  about 
specific  requirements  for  this  new 
media  or  any  other  media  would 
constitute  speculation  at  this  point, 

Section  897.30(a)(1)  provide  a 
comprehensive  listing  of  the  permissible 
forms  of  advertising  and  labeling.  The 
evidence  that  FDA  has  gathered  in  this 
proceeding  establishes  the  need  for  and 
importance  of  such  a  comprehensive 
listing.  In  addition  to  the  general 
evidence  and  support  provided  by 
expert  opinion,  advertising  theory, 
studies  and  surveys,  empirical  studies, 
anecdotal  evidence,  industry 
statements,  and  two  consensus  reports 
(the  lOM  Report  and  the  1994  SGR) 
described  in  section  VI.D.5.  of  this 
document,  FDA  has  foimd  specific 
support  for  a  comprehensive  listing  in: 

Empirical  Studies — ^Various  economic 
and  ecbnometric  studies  of  international 
and  cross-country  data  show  that 
restrictions  on  advertising  and 
promotional  activities  can  result  in  a 
decline  in  tobacco  use  (see  section 
VI.D.6.a.  of  this  docmnent). 

Country  Experience — ^The  experience 
of  cpimtries,  such  as  Norway  and 
Finland,  shows  that  comprehensive 
advertising  restrictions  can  positively* 
affect  the  smoking  rates  of  yoimg  people 
over  time  (see  section  VI.D.G.a.  of  this 
document). 

Advertising  Theory— Each  separate 
advertising  media  plays  a  critical  role  in 
shaping  young  people’s  beliefs  about 
tobacco  use,  and  ultimately  their  use  of 
tobacco  products  (see  sections  VI.D.3.a. 
through  VI.D.3.e.  of  this  document). 
Therefore,  regulation  of  advertising 
must  address  each  type  of  media.  As 
will  be  described  in  the  following 
sections  of  the  regulation,  the 
restrictions  on  each  media  are  necessary 
to  reduce  the  appeal  of  tobacco  for 
young  people  and  to  prevent 
unrestricted  tobacco  advertising  from 
imdermining  the  regulation’s  access 
provisions.  Moreover,  as  international 
experience  indicates  (see  section  VI.D.6. 
of  this  document),  when  regulations  that 
are  not  comprehensive  are 
implemented,  tobacco  money  can 
migrate  to  unregulated  advertising 
venues  (e.^.,  if  publications  are 
prohibited,  money  expended  on 
sponsorship  will  increase)  and  can 
imdermine  the  force  of  the  regulation. 
'Thus,  in  order  to  be  effective. 


^  In  addition  to  the  substantive  changes,  the 
following  changes  in  language  have  been  made;  (1) 
Deletion  of  “otily”  in  §  897.30(a)(1);  (2)  substitution 
of  (a)(2)  for  (b)  in  897.30;  and  (3)  deletion  of  “and” 
before  “in  point  of  sale”  in  S  807.30(a)(1). 


restrictions  must  be  as  comprehensive 
as  possible. 

Based  on  all  of  the  foregoing,  FDA 
concludes  that  the  comprehensive 
listing  of  ppmussible  advertising  in 
§  897.30(a)(1)  will  directly  and 
materially  advance  the  agency’s  efforts 
to  reduce  consumption  of  tobacco 
products  by  children  and  adolescents 
under  the  age  of  18. 

3.  Section  897.30(b) — ^Billboards 

The  agency  proposed  in  §  897.30(b)  to 
prohibit  outdoor  advertising,  including 
but  not  limited  to  billboards,  posters,  or 
placards,  placed  within  1,000  feet  of  any 
public  playground  or  playground  in  a 
public  park,  elementary  school,  or 
secondary  school.  FDA  proposed  this 
provision  because  these  are  places 
where  children  and  adolescents  spend  a 
great  deal  of  time  and  should  therefore 
be  free  of  advertising  for  these  products. 
*1110  agency  tentatively  concluded  that 
this  was  a  reasonable  restriction  and 
noted  that  the  cigturette  industry’s 
voluntary  “Qgarette  Advertising  and 
Promotion  Q)de,”  (the  Q>de)  revised  in 
1990,  contains  a  similar  provision 
concerning  schools  and  playgrounds  (60 
FR  41314  at  41334  through  41335). 

(33)  FDA  received  over  2,500 
comments  concerning  this  part  of  the 
1995  proposed  rule.  Comments 
opposing  this  measure  pointed  out  that 
the  tobacco  industry  has  established  a 
voluntary  code  similar  to  the  proposed 
provision  with  which  advertisers 
already  comply,  and  that  therefore, 
there  is  no  reason  to  make  this  measure 
mandatory.  These  comments  also  stated 
that  outdoor  advertising  does  not  target 
children  and  adolescents,  and  that 
parents,  siblings,  and  friends  have  a 
much  greater  influence  than  billboards 
and  posters  on  a  young  person’s  desire 
to  start  smoking.  Further,  they  stated 
that  there  is  no  evidence  that  this 
measure  would  reduce  any  teenager’s 
desire  to  smoke. 

Most  comments  supported  this 
provision,  stating  that  children  and 
adolescents  shoulcbnot  be  subjected  to 
visual  images  promoting  tobacco  use 
around  those  areas  where  they  attend 
school  or  play.  The  comments  argued 
that  children  and  adolescents  want  to  be 
like  the  attractive  models  in  the 
advertising,  and,  thus,  the 
advertisements  directly  influence  them 
to  start  using  tobacco. 

In  the  Federal  Register  of  March  20, 
1996  (61  FR  11349),  the  agency 
reopened  the  comment  period  for  the 
August  1995  proposed  nde  to  place  on 
the  public  record  a  memorandiun  that 
provided  further  explanation  of  the 
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agency’s  proposal  to  ban  outdoor 
advertising  within  1,000  feet  of  schools 
and  playgrounds.  The  docmnent 
provided  an  additional  30  days  in 
which  to  comment  on  this  new 
information.  The  memorandvun  stated 
that  the  agency  was  aware  of  the 
industry’s  voluntary  500-foot  ban  on 
advertising  from  schools  and 
plajrgrovmds  but  also  that  it  was 
cognizant,  based  on  the  experience  of  its 
employees,  that  billboards  can  loom 
large  in  the  sight  of  children  and 
adolescents  at  that  distance  and  thus 
would  be  able  to  capture  their  attention. 
The  agency  also  noted  that  1,000  feet  is 
about  3  blocks  and  that  signage  kept  that 
far  away  from  schools  and  playgroimds 
would  not  loom  as  large,  if  it  would  be 
visible  at  all.  Moreover,  the  1,000  feet 
will  protect  children  as  they  travel  to_ 
and  from  these  locations. 

In  response  to  the  comments,  FDA  has 
modified  the  provision  to  clarify  the 
coverage  of  the  provision.  Thus,  the 
final  rule  states  that  the  1,000-foot  area 
IS  to  be  measured  from  the  perimeter  of 
the  playground  or  school.  Moreover,  a 
definition  of  playground  is  included  as 
well  as  an  in^cation  that  the  relevant 
area  of  a  playgrotmd  in  a  larger  public 
park  is  limited  to  the  play  area  itself. 
Section  897.30(b)  reads: 

No  outdoor  advertising  for  cigarettes  or 
smokeless  tobacco,  including  billboards, 
posters,  or  placards,  may  be  placed  within 
1,000  feet  the  perimeter  of  any  public 
playground  or  playground  area  in  a  public 
park  (e.g.,  a  public  park  with  equipment  such 
as  swings  and  seesaws,  baseball  diamonds,  or 
basketball  courts),  elementary  school,  or 
secondary  school. 

(34)  Several  comments  asked  FDA  to 
define  what  is  meant  by  the  term 
“playgrotmd.”  The  comments  stated 
that  the  term  could  be  construed  to 
include  literally  any  place  of  outdoor 
recreation  where  children  may  play  (i.e., 
a  paved  parking  lot,  a  tennis  court,  or 
a  city  park),  even  places  used  primarily 
by  persons  18  years  of  age  or  older.  One 
of  ^e  comments  noted  that  the  industry 
code  refers  to  “children’s  playgrounds” 
(i.e.,  playgrounds  designed  primarily  for 
use  by  diildren),  but  that  §  897.30(b) 
refers  to  “any  playground.” 

Some  comments  suggested  that  the 
term  “playground”  should  include  the 
playgroimds  of  city  paries,  recreation 
facilities,  theme  parks  (e.g.,  Disneyland), 
and  national  parks. 

The  agency  agrees  that  it  needs  to 
clarify  what  is  meant  by  the  term 
“playgroimd.”  A  typical  dictionary 
definition  of  “playground”  states  that  it 
is:  (1)  An  outdoor  area  set  aside  for 
recreation  and  play,  especially  one 
having  eqmpment  such  as  seesaws  and 


swings;  or  (2)  a  field  or  area  of 
unrestricted  activity.  The  intent  of  the 
proposal  was  not  to  preclude  outdoor 
advertising  within  1,000  feet  of  any  area 
that  would  fall  imder  this  broad 
definition,  but  to  preclude  cigarette  and 
smokeless  tobacco  advertising  around 
those  areas  where  children  and 
adolescents  are  likely  to  spend  a  lot  of 
time.  Clearly,  aree^  aroimd  schools  with 
equipment  such  as  svdngs  and  seesaws 
are  areas  where  children  are  Ukely  to 
play.  Public  parks  for  family 
recreational  purposes  with  play 
equipment,  and  fecilities  for  activities 
such  as  baseball  or  basketball  are  also 
areas  where  children  and  adolescents 
are  likely  to  be  present  for  hours  at  a 
time. 

However,  private  enterprises,  such  as 
theme  parks  and  recreational  fe.cilities, 
are  not  necessarily  intended  only  for 
children  and  adolescents.  Those  that 
are,  may  require  the  presence  of  an 
adult  for  entry.  There  are  usually 
entrance  fees  or  required  purchases  for 
use  of  these  areas.  In  addition,  children 
and  adolescents  may  not  be  present  in 
these  areas  on  any  regular  b^is  (e.g.,  an 
annual  visit  to  a  theme  park).  Therefore, 
the  agency  will  not  include  these  areas 
in  the  regulation.  Moreover,  because  all 
outdoor  advertising  must  be  in  black 
and  white  text,  the  agency  sees  no  need 
to  extend  the  prohibition  beyond 
elementary  and  secondary  schools  and 
public  playgrounds  at  this  tune. 

The  concern  expressed  that  a  decision 
by  private  parties  to  build  a  playground 
could  destroy  the  value  of  a  billboard 
sign  should  no  longer  exist.  Because  the 
agency  is  limiting  its  definition  of 
playgrotmd  to  those  publicly  owned 
playgrounds,  any  interested  party  could 
object  to  the  establishment  of  the 
playground. 

FDA  is  modifying  §  897.30(b)  to  state 
that  outdoor  advertising  is  prohibited 
within  1,000  feet  of  the  perimeter  of  any 
public  playgrotmd  or  playground  area  in 
a  public  park  (e.g.,  areas  with 
equipment  such  as  swings  and  seesaws, 
baseball  diamonds,  basj^etball  courts), 
elementary  school  or  secondary  school. 
The  ^ency  concludes  that  this 
modification  in  §  897.30(b)  is  adequate 
to  clarify  the  term  “playgrotmd,”  and 
that  a  more  specific  defi^tion  for 
“playgrotmd”  is  not  necessary  at  this 
time. 

The  agency  notes  that  the  definition 
makes  clear  that,  when  an  area  is  set 
aside  for  a  playgrotmd  within  a  public 
park,  the  1,000  feet  is  measured  fix>m 
the  perimeter  of  the  play  area  and  not 
from  the  larger  parL 


(35)  Several  comments  contended  tha^ 
the  regulation  should  specify  that  the 
1,000-foot  rule  should  be  measured  from 
the  perimeter  of  the  property  to  avoid 
confusion.  One  comment  asked  that  the 
provision  be  more  clear  as  to  what  types 
of  schools  would  be  included  within  the 
definition. 

The  agency  agrees  with  the  first 
comment.  The  intent  of  the  1995 
proposed  rule  was  that  the  distance 
would  be  measured  from  the  perimeter 
of  the  school  or  playgroimd.  Any  other 
measurement  coiild  defeat  the  purpose 
of  the  regulation.  For  example, 
measuring  from  the  edge  of  a  building 
or  from  the  center  of  a  playgrovmd  could 
allow  outdoor  advertising  to  be  placed 
closer  to  the  perimeter  where  cMldren 
may  be  assembled  or  playing.  In 
addition,  for  large  schools  or 
playgrounds,  the  outdoor  advertising 
could  feasibly  be  near  the  perimeter  of 
the  school  or  playground  if  the  distance 
is  measured  from  somewhere  other  than 
the  perimeter.  Therefore,  to  clarify  the 
intent  of  the  provision,  FDA  is 
modifying  §  897.30(b)  to  state  that  no 
outdoor  advertising  may  be  placed 
within  1,000  feet  of  the  perimeter  of  any 
playground,  elementary  school,  or 
secondary  school. 

However,  the  agency  does  not  believe 
that  it  needs  to  provide  a  definition  of 
elementary  and  secondary  schools,  as 
those  terms,  as  commonly  used,  include 
all  such  schools  (kindergarten  through 
12th  grade)  whether  public,  private,  or 
paitx^al. 

(36)  One  comment  stated  that  the 
tobacco  industry  Code  of  Advertising 
Practices  (the  Code)  applies  to  outdoor 
advertising  on  billboards,  and  that 
§  897.30(b)  applies  to  all  outdoor 
signage,  including  signage  on  the 
exterior  of  retail  establi^^ents  that  sell 
tobacco,  and  conceivably  even  to 
advertising  on  buses,  taxis,  and  other 
vehicles  that  might  venture  within  the 
1,000-foot  zone. 

Another  comment  stated  that  FDA 
should  consider  regulations  that 
eliminate  tobacco  advertising  via 
traveling  vans  and  trailers  bwause 
trailers  and  vans  are  mobile  billboards 
and  can  be  strategicrdly  placed  to  gain 
maximum  exposure  among  young 
people. 

FDA  agrees  that  §  897.30(b)  applies  to 
more  forms  of  advertising  media  than 
does  the  tobacco  industry  code  (i.e.,  all 
outdoor  advertising,  not  just  billboards). 
FDA’s  regulation  restricts  all  outdoor 
advertising  of  tobacco  products, 
including,  but  not  limited  to,  billboards, 
posters,  and  placards.  However,  the 
intent  and  purpose  of  §  897.30(b)  is  not 
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to  prohibit  signage  on  taxis  and  buses 
that  are  not  located  in,  but  may  pass 
through,  the  school  or  play  zone.  Such 
signage  is  usually  temporary  or  transient 
and  does  not  present  the  same  concern 
of  a  permanent  sign. 

(37)  Several  comments  questioned  the 
factual  basis  for  the  proposed  ban  on 
outdoor  advertising  of  cigarettes  and 
smokeless  tobacco  within  1,000  feet  of 
schools  and  playgrounds  and  stated  that 
“employee”  experience  is  not  a 
sufficient  basis.  One  comment  argued 
that  FDA  should  give  little  weight  to 
employee  experience  in  light  of  the  fact 
that  cigarette  manufacturers  submitted 
expert  testimony  that  children  and 
adolescents  pay  relatively  little 
attention  to  billboard  advertising  at  any 
distance.  In  addition,  some  comments 
argued  that  FDA’s  analysis  related 
solely  to  billboards,  and  that  it  had 
presented  no  evidence  or  analysis 
justifying  a  ban  on  store  signage. 

Finally,  several  comments  stated  that 
the  agency  failed  to  take  into  account 
the  “visibility”  of  the  outdoor 
advertising.  These  comments  suggested 
that  any  regulation  must  take  into 
account  whether  obstructions  exist  (e.g., 
trees,  winding  roads,  signage  placed 
facing  away  fromi  the  prohibited  area). 

The  agency  disagrees  that  it  has  not 
provided  an  adequate  basis  for  its 
proposed  regulation.  In  addition  to  the 
analysis  provided  by  the  agency  in  its 
March  2(^  1996,  Federal  Register 
document,  the  agency  received  two 
comments  during  the  comment  period 
with  evidence  regarding  this  issue.  A 
professor  of  biophysics  and  optometry 
stated  that  he  believed  that  there  was  a 
rational  and  qiiantitative  basis  for 
deciding  on  a  given  distance  if  that 
distance  was  to  be  based  on  the 
visibility  of  words  on  a  billboard. 
Specifically,  he  stated  that  children  and 
adolescents  typically  have  20/15  visual 
acuity.  Therefore,  it  is  possible,  using  a 
mathematical  formula  using  a  right- 
angled  triangle  and  the  definition  of  the 
tangent  trigonometric  function  to 
compute  the  distance  at  which  words 
are  visible.  He  computed  the  distances 
from  which  it  would  be  possible  to  see 
both  words  1  foot  high  and  2  feet  high. 
In  addition,  he  computed  the  distances 
for  a  “normal”  visual  aciiity  of  20/20.  If 
one  were  to  average  these  numbers,  the 
result  would  be  approximately  1,200  . 
feet,  which  could  be  roimded  to  1,000 
feet. 


Table  1a. 

1-foot  high 

2-foot  high 

letters 

letters 

20/15  vision 

917  feet 

1,833  feet 

20/20  vision 

687.8  feet 

1,376 

(38)  Another  comment  reminded  the 
agency  that  two  separate  laws  passed  by 
Congress  had  provided  for  a  1,000-foot 
zone  around  schools  as  a  means  to 
protect  youngsters  from  dangerous  and 
unsafe  behavior.  The  Controlled 
Substances  Act  (21  U.S.C.  860)  provides 
additional  penalties  for  anyone 
distributing  or  manufacturing  drugs 
within  1,000  feet  of  schools, 
playgroimds,  and  universities,  and  18 
U.S;C  922  prohibited  possession  of  a 
firearm  within  1,000  feet  of  schools. 
Moreover,  the  comment  contained 
scores  of  pictures  of  advertising 
billboards  and  signs  within  500  emd 
1,000  feet  of  school  and  playgroimds  as  . 
well  as  statements  by  children 
indicating  that  the  signs  are  ubiquitous 
and  attractive.  The  pictures  and 
statements  may  only  be  anecdotal 
evidence  of  the  proliferation  of  tobacco 
advertising  near  schools  and 
playgrounds,  but  the  number  of  children 
who  provided  pictures  in  such  a  short 
period  of  time  indicates  that  the 
problem  of  advertising  in  proximity  to 
schools  and  playgroimds  is  not  isolated. 

Moreover,  the  agency  also  disagrees 
that  it  has  no  basis  for  inciuding  other 
outdoor  signage,  including  signs  on 
stores,  in  the  regulation.  'The  agency 
provided  evidence  in  the  administrative 
record  and  comments  refer  to 
evidence,  2°®  which  showed  that  in  a 
test  area,  those  stores  within  1,000  feet 
of  schools  had  a  significantly  greater 
percentage  of  windows  covered  with 
tobacco  signs  than  those  further  away. 
Moreover,  the  two  RJR  memoranda  by 
sales  representatives,  described  in 
section  VI.D.3.d.  of  this  document, 
mention  the  importance  of  supplying 
stores  near  high  schools  with  “young 
adult”  material. 

This  provides  sufficient  support  for 
the  agency’s  concern  with  signage  on 
stores  near  schools.  Young  people  are 
more  likely  to  frequent  stores  near 
schools,  especially  older  adolescents, 

^  Although  this  statute  was  overturaed  in 
United  States  v.  Lopez,  115  S.Ct  1624  (1995),  as 
inappropriate  undw  the  Commerce  Clause,  the 
congressional  determination  that  1,000  feet  was  an 
appropriate  distance  was  not  disturbed. 

Rogers,  T.,  E.  C  Teighey,  E.  M.  Tencoti,  J.  L 
Butler,  and  L.  Weiner,  “Conmunity  Mobilization  to 
Reduce  Point-of-Purchase  Advertising  of  Tobacco,” 
Health  Education  Quarterly,  1995,  in  press. 


and  these  venues  should  therefore  be 
firee  of  advertising  for  tobacco  products. 

The  agency  also  finds  that  it  cannot 
address  the  comments’  concerns  with 
obstructions.  It  would  not  be  possible  to 
qualify  a  regulation  to  account  for  the 
fact  that  trees  may  obstruct  a  sign  when 
they  are  in  full  bloom  but  not  in  winter, 
or  that  children  may  be  able  to  see 
signage  as  streets  wind  or  that  face  away 
from  the  school  or  playground  as  they 
walk  to  and  from  s^ool.  The  line  that 
the  agency  has  drawn  is  narrowly 
tailo^  (see  Board  of  Trustees  of  State 
University  of  New  York  v.  Fox  492  U.S. 
at  480)  and  consistent  with  how  a 
standard  needs  to  be  crafted  for  it  to  be 
enforceable. 

Finally,  FDA  finds  that  the  expert 
testimony  referred  to  in  the  industry 
comment  that  indicates  that  young 
people  do  not  pay  attention  to 
billboards  is  contradicted  by  other 
evidence  in  the  record.  The  Roper 
Starch  study  mentioned  in  section 
VI.D.3.d.  of  this  document,  submitted  by 
RJR,  reported  that  51  percent  of  10  to  17 
year  olds  surveyed  reported  that  they 
had  seen  or  heard  of  Joe  Camel  from  a 
billboard  advertisement.  For  this  reason, 
FDA  is  not  accepting  the  suggestion  in 
the  comment. 

(39)  A  number  of  comments  from  the 
tobacco  and  outdoor  advertising 
industries  stated  that  the  tobacco 
industry  had  adopted  a  code  in  1990, 
which  encouraged  all  billboard 
companies  to  establish  and  manage  a 
program  to  prohibit  alcohol  and  tobacco 
advertisements  within  500  feet  of  places 
of  worship  and  primary  and  secondary 
schools.  They  noted  that  over  16,000 
billboards  nationwide  have  been 
voluntarily  identified  as  “off  limits”  for 
these  categories  of  advertising.  As  a 
consequence,  the  comments  asserted 
that  Government  action  is  unnecessary. 

One  of  the  comments  stated  that  the 
fact  that  members  of  an  industry  have 
elected  to  submit  to  a  code  of 
advertising  practices  does  not  make  it 
reasonable  for  the  government  to  impose 
mandatory  advertising  restrictions 
backed  by  criminal  sanctiems.  It  stated 
that  private  parties  may  voluntarily  take 
actions  that  the  Constitution  forbids  the 
Government  to  mandate.  The  comment 
argued  that  few  industries  would  risk 
any  self-regulation  if  their  decision  to 
do  so  might  establish  a  predicate  for 
even  greater  Federal  regulation. 

Conversely,  several  comments  raised 
concerns  about  the  voluntary  code  and 
cited  numerous  examples  of  violations 
that  continued  after  the  sponsors  and 
the  billboard  companies  had  been 
informed  of  the  violations.  One 
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comment  stated  that  a  survey  found  that 
in  Cahfomia  tobacco  advertising  is  more 
prevalent  at  stores  within  1,000  feet  of 
schools  than  at  stores  farther  from 
schools.  The  comment  asserted  that 
statewide  findings  also  revealed  that 
there  is  more  exterior  store  advertising 
in  areas  where  at  least  30  percent  of  the 
neighborhood  ^  18  years  old  or 
younger,  and  that  the  advertisements  are 
placed  near  the  candy  or  at  a  child’s  eye 
view  (3  feet  or  below). 

The  agency  is  aware  that  the  Code  of 
Advertising  Practices  has  not  been 
imiformly  observed,  as  several 
comments  pointed  out.  Moreover,  the 
industry  c(^e  is  significantly  less 
inclusive  than  the  proposed  regulation 
as  it  covers  only  hilllx^d  advertising 
and  not  other  forms  of  outdoor 
advertising  such  as  posters  and 
placards.  These  other  forms  are  likely  to 
be  placed  near  retail  establishments  and 
in  some  cases,  according  to  comments, 
have  appeared  on  school  fences.  The 
agency  finds  that  all  outdoor  advertising 
must  be  included  in  the  regulation  in 
order  to  provide  comprehensive 
coverage.  There  is  litUe  difference 
between  a  billboard  and  a  large  poster 
to  a  child.  Both  are  advertisements,  and 
both  are  visible,  so  that  children  see 
them  as  they  go  to  and  horn  school  and 
play. 

In  addition,  the  Code  prohibits 
outdoor  advertising  only  within  300  feet 
of  schools,  an  area  only  a  block  or  a 
block  and  a  half  from  ^e  school  (there 
are  10  to  12  city  blocks  to  a  mile).  One 
block  will  not  provide  sufficient 
protection  as  it  would  not  cover  the 
areas  where  many  children  congregate 
with  their  friends.  Moreover,  a  child’s 
vision  does  not  stop  at  one  block  from 
school.  A  prohibition  of  1,000  feet  will 
ensure  the  absence  of  signs  for  2  to  3 
blocks  from  a  school  or  playground 
which  can  he  seen  from  these  locations 
where  children  spend  a  significant 
amoimt  of  time  each  day.  (Several 
conunents  stated  that  FDA  had  misused 
its  math  to  calculate  block  distances  in 
its  March  20, 1996,  Federal  Register 
document  (61  FR 11349).)  If  the 
misstatement  caused  any  confusion,  the 
agency  regrets  it  but  does  not  believe 
that  the  one-half  block  difference 
undermined  the  rationale.) 

(40)  One  series  of  comments 
supported  FDA’s  1995  proposal,  stating 
that  the  restriction  on  billboards  near 
schools  should  not  be  compromised,  nor 
the  distance  reduced. 

A  number  of  comments  argued  that 
the  proposed  regulatirm  did  not  go  fEir 
enough.  One  comment  recommended 
excluding  outdoor  tobacco  advertising 


from  neighborhoods  where  children 
five.  Another  comment  stated  the  behef 
that  the  ban  on  billboards  should  he  at 
least  double  the  proposed  1,000  feet 
from  schools,  while  others  argued  that 
outdoor  advertising  should  he 
prohibited  completely. 

These  comments  stressed  the 
importance  of  billboards  and  other 
outdoor  advertising  in  creating  cigarette 
brand  awareness  among  children.  For 
example,  one  comment  discussed  the 
results  of  a  survey  conducted  for 
Advertising  Age,  which  showed  that  46 
percent  of  children  8  to  13  years  old 
said  they  most  often  saw  cigarette 
advertising  on  billboards,  outpacing 
magazines.  It  stated  that  34  percent  of 
children  14  to  18  years  old  cited 
billboards  as  the  predominant 
advertising  medium  for  tobacco 
products.  2®*  The  comment  stated 
further  that  all  billboards,  regardless  of 
placement,  are  seen  by  significant 
numbers  of  children,  therefore,  it  clearly 
makes  sense  that,  as  a  means  to  protect 
children  from  tobacco  advertising,  such 
advertisements  should  he  prohibited 
fiom  billboards  and  other  outdoor 
advertisements.  The  comment 
emphasized  its  point  by  quoting  from 
the  billboard  industry’s  own  marketing 
material  (“Outdoor.  It’s  not  a  meditun, 
it’s  a  large’’),  “You  can’t  zap  it.  You 
can’t  ignore  it  *  *  *  It  asks  little  time, 
but  leaves  a  long  impression.’’  l^e 
comment  stated  that  the  same 
publication  notes,  “Outdoor  is  right  up 
there.  Day  and  night.  Lurking.  Waiting 
for  another  ambush.’’ 

One  tobacco  company  presented 
evidence  of  the  effectiveness  of 
billboards  in  bringing  tobacco 
advertising  to  children.  RJR,  in  its 
comment  on  the  1995  proposed  rule,  as 
stated  in  section  VI.D.3.d.  of  this 
document,  attached  a  study  conducted 
for  it  to  test  children’s  recognition  of 
advertising  characters  and  slogans 
(Roper  Starch  study).  This  study 
involved  1,117  children  10  to  17  years 
of  age,  with  86  percent  of  them 
recognizing  Joe  Camel  using  aided  and 
rmaided  recall.  When  asked  where  they 
had  seen  Joe  Camel,  51  percent  said  on 
billboards,  That  aihount  of  recall 

shows  that  billboards  represent  a  very 
effective  advertising  medium  and  beUes 
the  industry’s  assertion  that  billboards 
are  not  an  effective  source  of  advertising 
information  for  children. 


Levin,  G.,  “Poll  Shows  Camel  Ads  are 
Effective  With  Kids;  Preteens  Best  Recognize 
Brand,"  Advertising  Age,  p.  12,  April  27, 1992. 
“Advertising  Character  and  Slogan  Survey,” 

pp.  10,  22. 


Finally,  one  comment  finm  a  public 
interest  group  warned  that,  the  more 
complex  a  nde  is,  the  more  difficult 
enforcement  becomes.  It  stated  that 
spacing  limitations,  such  as  the 
propos^  1,000-foot  zone  aroimd 
schools,  begs  a  series  of  questions,  for 
example:  How  is  that  distance 
measured,  from  what  point  to  what 
point.  It  stated  that  these  questions 
would  make  it  virtually  impossible  for 
citizens  to  play  an  active  role  in 
enforcing  this  rule.  The  comment  stated 
that  without  citizen  participation, 
billboard  control  is  extremely  difficult, 
and  that  this  situation  has,  in  fact, 
contributed  to  the  industry’s  disregard 
for  local  and  State  billboard  control 
laws. 

The  agency  finds  that  the  comments, 
as  well  as  the  evidence  spelled  out  in 
the  1995  proposal,  have  provided  ample 
support  to  establish  that  outdoor 
advertising  has  a  significant  impact  on 
children  and  adolescents.  While  the 
comments  have  presented  significant 
evidence  in  support  of  a  ban  on  all 
outdoor  advertising,  the  agency  is  not 
convinced  that  a  bw  or  a  restriction  on 
tobacco  advertising  of  more  than  1,000 
feet  would  be  appropriate.  As  discussed 
elsewhere  in  this  document,  the  agency 
is  requiring  that  all  permissible  outdoor^ 
advertising  be  in  a  black  and  white,  text- 
only,  format.  Therefore,  some  of  the 
concerns  raised  by  the  comments 
requesting  a  complete  btm  on  outdoor 
tolMcco  advertising  or  of  expanding  the 
ban  are  addressed  by  that  provision. 
Moreover,  the  agency’s  regulations  are 
an  attempt  to  bdance  the  rights  of 
adults  to  receive  information  about  a 
legal  product  with  its  desire  to  protect 
cldldren  from  the  imavoidable  appeal  of 
advertising.  Thus,  although  the  line 
could  he  drawn  elsewhere,  the  agency 
finds  that  the  1,000  feet  limitation 
shoiild  ensure  adequate  protection  from 
visible  advertising  where  children 
spend  a  significant  amoimt  of  time  but 
will  permit  adults  to  get  information. 

(41)  One  comment  stated  that  FDA’s 
action  violated  the  APA  because  the 
agency  offered  no  evidence  in  support 
of  its  claim  that  children  spend  a  great 
deal  of  time  in  areas  as  far  as  1,000  feet 
from  the  places  specified  in  §  897.30(b). 
It  added  ffiat  the  justification  for  text- 
only  advertising  undercuts  FDA’s 
justification  for  its  1,000-foot  ban. 

Another  comment  stated  that 
although  tobacco  product  advertising  is 
disseminated  through  a  broad  spiectrum 
of  media,  outdoor  advertising  is  the  only 
such  medium  that  is  subject  to 
additional  specific  prohibitions  under 
the  1995  proposed  rule  beyond  the 
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prohibitioiis  applicable  to  all  tobacco 
product  advertising.  It  stated  that  the 
record  does  not  contain  evidence  that 
would  establish  either  that  these 
prohibited  outdoor  advertising  signs  are 
viewed  more  often  by  minors  than  other 
advertising  madia,  or  that  outdoor 
advertising  in  general  has  a  greater 
impact  on'minors  than  other  media. 
There  is  nothing,  the  comments  argued, 
that  indicates  that  the  mandatory 
content  restrictions  and  affirmative 
disclosure  requirements  imposed  by  the 
proposal  would  be  less  effective  in 
outdoor  advertising  of  tobacco  products 
than  when  such  an  advertisement  is 
placed  in  a  rock  and  roll  magazine,  or 
in  an  exempt  publication  with  1  milUon 
adolescent  readers. 

One  of  the  comments  stated  that 
because  the  text-only  requirement  itself 
is  intended  to  render  the  advertising 
unattractive  to  young  people,  the 
additional  “protection”  offered  by  the 
1,000-foot  rule  would  be  wholly 
gratuitous. 

Several  comments  argued  that  there  is 
no  proof  that  this  additional  area  of  ban 
will  reduce  any  teenager's  desire  to  use 
tobacco:  a  desire  that  has  withstood  the 
ban  of  TV  and  radio  advertisements  and 
a  massive  educational  program.  The 
comment  stated  that  the  1,000-foot  rule 
seems  particularly  gratuitous  in  view  of 
the  fact  that  it  would  ban  advertising 
that  FDA,  by  virtue  of  its  proposed  text- 
only  requirement,  already  has  stripped 
of  the  features  FDA  deems  make  it 
appealing  to  yoimg  people. 

FDA  disagrees  with  these  comments. 
The  agency’s  bases  for  the  text-only 
requirement  for  billboards  and  for  the 
1,000-foot  ban  are  reasonable  and 
supportable,  and  they  are  not  in 
conflict.  The  text-only  format 
requirement  will  reduce  the  appeal  of 
cigarette  and  smokeless  tobacco  product 
advertising  to  persons  yoimger  than  18 
years  of  age  without  affecting  the 
information  conveyed  to  adults  (60  FR 
41314  at  41335).  It  is  an  attempt  to 
narrowly  tailor  the  restriction  by 
balancing  the  need  to  restrict 
advertising’s  appeal  to  children  with  the 
preservation  of  the  informational 
function  of  advertising  for  adults. 

The  prohibition  on  outdoor 
advertising  within  1,000  feet  of  schools 
and  playgroimds  is  designed  to  address 
a  different  problem.  The  concern  is  not 
the  appeal  of  the  advertising.  If  the  . 
problem  were  only  appeal,  ffie  1,000- 
foot  restriction  would  not  be  necessary 
because  the  text-only  requirement 
would  eliminate  this  concern.  'The 
concern  is  the  nature  of  billboards 
themselves.  Billboards  near  schools  and 


playgroimds  ensure  that  children  are 
expired  to  their  messages  for  a 
prolonged  period  of  time.  As  the 
Supreme  Corirt  recognized  in  Packer 
Carp.  V.  Utah,  285  U.S.  105, 110  (1934), 
billboards  are  seen  without  the  exercise 
of  choice  or  volition,  and  viewers  have 
the  message  thrust  upon  them  by  all  the 
arts  and  devices  that  skiU  can  produce. 
This  is  particularly  true  of  billboards 
that  are  readily  visible  (i.e.,  within  1,000 
feet)  when  children  play  or  study  at  a 
playground  or  school,  places  where  by 
design  children  spend  a  lot  of  time,  or 
when  children  walk  to  and  from  a 
school  or  playground.  Confronted  daily 
and  unavoidably  with  the  advertised 
message,  even  in  text-only,  a  child  gets 
a  sense  of  familiarity,  normalcy  and 
acceptability  of  the  message  and  the 
product  that  is  advertised. 

(42)  Several  comments  stated  that 
placing  a  circle  with  a  radius  of  1,000 
feet  drawn  fixtm  the  perimeter  of  each 
school  and  playgroimd  would  establish 
a  “forbidden  zone”  that  would  be  at 
least  2,000  feet  in  diameter  (i.e.,  over 
one-third  of  a  mile).  They  stated  that  in 
many  communities,  this  would  be 
tantamoimt  to  a  de  facto  ban,  for  there 
would  be  virtually  no  outdoor  location 
that  could  escape  the  rule’s  prohibition. 

Several  comments  pointed  out  that 
even  if  advertisers  wanted  to 
disseminate  advertisements  on 
billboards  that  complied  with  the  FDA 
proposal,  there  woiild  be  virtually  no 
locations  where  such  outdoor 
advertising  signs  could  be  located  in 
some  cities,  lliey  submitted  results  of 
computer  assisted  simreys  of  nine  cities 
showing  the  areas  where  outdoor 
advertising  of  tobacco  products  would 
be  allowed  imder  the  1995  proposal. 

The  survey  showed  that  outdoor  tobacco 
advertising  would  be  prohibited  in  94 
percent  and  78  percent  of  the  respective 
land  mass  of  Manhattan  and  Boston 
vmder  the  proposal.  The  comment  stated 
that  this  range  approximates  the  high 
and  low  percentages  that  could  be 
anticipated  in  other  metropolitan  areas 
in  the  United  States.  Moreover,  when  it 
correlated  the  data  collected  from  the 
study  and  other  data  regarding  the 
actual  location  of  billboards,  ffie 
comment  found  that,  even  imder  the 
most  expansive  view,  not  a  single 
billboard  in  Manhattan  (including  the 
commercial  corridor  of  Times  Square), 
and  no  more  than  24  actual  billboard 
locations  in  the  entire  city  of  Boston, 
would  be  permitted  to  display  tobacco 
advertisements. 

The  comment  stated  further  that  even 
if  the  rule  permits  a  few  locations  where 
tobacco  advertising  would  be  allowed  in 


a  given  municipality,  there  is  no 
commercial  utility  in  a  limited  number 
of  outdoor  advertising  signs  where  the 
location  of  the  advertisement  is  dictated 
by  the  1,000-foot  rule,  rather  than  by 
market  demographics  and  vehicle 
circulation.  According  to  the  comments, 
these  latter  factors  are  what  actually 
control  billboard  placement.  It 
concluded  that,  as  a  practical  matter, 
FDA’s  proposed  outdoor  advertising 
restrictions  would  eliminate  billboarcls 
as  a  medium  for  tobacco  advertising 
even  in  those  jurisdictions  where  a 
small  niunber  of  such  signs  theoretically 
would  be  available. 

FDA  has  carefully  considered  the 
possibility  that  its  restrictions 
effectively  outlaw  outdoor  advertising 
in  most  urban  areas.  The  agency  has 
concluded,  however,  that  if  this 
situation  comes  to  pass,  it  would  be  a 
consequence  of  the  density  of 
population  in  cities.  FDA’s  intent  in 
adopting  §  897.30(b)  is  to  restrict  the 
accessible  and  intrusive  conmnmication 
of  information  about  cigarettes  and 
smokeless  tobacco  to  cffildren  and 
adolescents  at  school  and  at  play.  It  was 
not  to  provide  for  distances  that  would 
have  the  effect  of  banning  outdoor  signs 
ftx>m  urban  areas.  By  limiting  the 
restriction  to  1,000  feet,  FDA  has  tried 
to  make  it  no  more  extensive  than 
necessary  to  achieve  its  intended  end. 
FDA  has  considered  the  cost  of  its 
restriction  but  concludes  that  a 
narrower  restriction  would  not 
adequately  advance  its  purpose  of 
protecting  yoimg  people  from 
unavoidable  advertising  in  settings  in 
which  they  are  essenti^ly  a  captive 
audience. 

The  1,000-foot  restriction  on  outdoor 
advertising  will  serve  to  remove  what 
has  been  shown  is  an  effective  means 
for  tobacco  companies  to  commrmicate 
with  yoimg  people  in  a  direct  and 
unavoidable  maimer.  Eliminating  such 
billboards  will  thus  mean  eliminating  a 
means  by  which  the  industry  has 
influenced  young  people  to  engage  in 
tobacco  use  behavior.  Therefore,  the 
agency  concludes  that  §  897.30(b)  is  a 
necessary  part  of  its  effort  to  reduce 
underage  use  of  tobacco  products. 

Several  comments  from  the  tobacco 
industry  and  from  retailers  pointed  out 
that  §  897.30(b)  would  prevent  retail 
establishments  within  the  1,000-foot 
zone  from  informing  potential 
customers  that  tobacco  (or  particular 
brands  thereof)  are  available  for 
purchase  therein  and  at  what  prices. 
These  conunents  stated  that  this 
restriction  not  only  would  hurt  the 
retailers  but  would  increase,  in  turn,  the 
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search  costs  for  adult  smokers.  The 
comments  stated  that  retailers  in  the 
small  slivers  of  a  dty  in  which  outdoor 
advertising  would  continue  to  be 
permitted  would  be  afforded  an  unfair 
competitive  advantage. 

One  coirunent  added  that  convenience 
stores  located  within  1,000  feet  of  a 
school  or  playground  would  not  even  be 
able  to  put  a  small  black  on  white 
placard  on  top  of  a  gas  piunp  that 
merely  indicates  the  price  of  tobacco, 
but  that  a  billboard  across  the  street  and 
located  a  little  over  1,000  feet  away  from 
the  same  school  or  playground  could 
carry  the  brand  name  of  a  tobacco 
product  in  black  letters  as  tall  as  the 
store’s  frent  door.  The  conunent  urged 
FDA  to  recognize  this  distinction. 

The  agency  acknowledges  that  some 
retailers  may  be  prohibit^  from  placing 
advertising  concerning  tobacco  products 
on  or  around  their  retail  establidiments, 
while  others,  perhaps  just  across  the 
street,  can.  Any  minimum  distance  that 
the  agency  establishes  will  preclude 
some  retailers  from  outdoor  advertising 
at  their  retail  establishments  but  not 
others.  However,  FDA  has  determined 
that  it  is  necessary  to  keep  outdoor 
advertising  away  from  areas  where 
children  are  likely  to  congregate  daily. 

FDA  notes  that  the  Supreme  Ck)urt 
cases  that  have  considered  restrictions 
on  speech  have  recognized  that  such 
restrictions  may  not  be  perfectly 
tailored,  see,  e.g.,  Board  of  Trustees  of 
State  University  of  NY  v.  Fox,  492  U.S. 
at  479.  Thus,  while  in  a  few  instances 
there  may  be  inequities  created  by  the 
line  FDA  has  drawn,  because  there  is  a 
reasonable  fit,  as  explained  in  section 
VI.E.l.  of  this  document,  between  FDA’s 
ends  and  the  restrictions  that  it  is 
adopting,  these  minor  problems  do  not 
doom  FDA’s  rule  [Id.  at  480). 

FDA’s  prohibition  on  signage  on 
stores  within  1,000  feet  of  schools  and 
playgrounds  will  advance  the  agency’s 
interest  in  protecting  the  health  of 
children.  Several  of  the  studies 
submitted  with  comments  showed  that 
there  is  more  signage  in  and  around 
stores  near  schools  and  playgrounds 
than  in  stores  generally.  The  ban  on 
outdoor  advertising  within  1,1)00  feet  of 
schools  and  playgrovmds  will  ensiue 
that  signage  near  schools  will  be 
removed  and  thus  minimize  any  sense 
of  familiarity  that  would  develop. 

Thus,  even  though  the  agency  has 
carefully  considered  these  comments,  it 
concludes  that  it  is  appropriate  to 
establish  a  minimum  ^stance  from 
schools  and  playgrounds  within  which 
all  outdoor  advertising  is  prohibited. 


(43)  A  number  of  comments  argued 
that  the  prohibition  (m  tobacco 
billboards  within  1,000  feet  of  schools 
violates  the  Commerce  Clause  as 
recently  interpreted  by  the  Supreme 
Court  in  United  States  v.  Lopez,  115 
S.a.  1624  (1995).  In  Lopez,  the 
Supreme  Court  held  that  Congress 
ladced  the  power  under  the  Commerce 
Clause  to  criminalize  the  possession  of 
a  gim  within  1,000  feet  of  a  school.  One 
conunent  argued  that  the  Congress’s 
commerce  power  only  pennits  it  to 
regulate,  for  example,  the  interstate 
transit  of  advertisements,  but  that  once 
the  advertisement  is  within  a  state,  it  is 
private  property  and  not  subject  to 
regulation  under  the  Commerce  Clause. 

The  agency  disagrees.  Under  the 
Commerce  Clause.  Congress  may 
“regvdate  those  activities  having  a 
substantial  relation  to  interstate 
commerce,  *  *  *,  i.e.,  those  activities 
that  substantially  affect  interstate 
commerce.”  (See  Lopez,  115  S.Ct  at 
1629-30  (citation  omitted).)  As  the 
Supreme  Court  noted  in  Lopez,  “the 
possession  of  a  gun  in  a  loc^  school 
zone  is  in  no  sense  an  economic  activity 
that  might,  through  repetition 
elsewhere,  substantially  affect  any  sort 
of  interstate  commerce”  [Id.  at  1634;  see 
also  id.  et  1640  (Kennedy,  ]., 
concurring)).  As  all  advertising  is 
inherently  commercial  in  that  it 
proposes  a  sale,  the  placement  of 
tobacco  billbo€uds  in  a  local  school  zone 
is  economic  activity  that  does 
substantiaUy  affect  interstate  commerce 
because  it  affects  the  demand  for 
tobacco  and  smokeless  tobacco.  That  the 
advertisemants  are  private  property  after 
transportation  in  interstate  commerce 
does  not  altar  this  analysis.  Indeed, 
”[a]ctivities  conducted  within  State 
lines  do  not  by  this  fact  alone  escape  the 
sweep  of  the  Commerce  Clause. 
Interstate  commerce  may  be  dependent 
upon  them.”  (See  United  States  v.  Rock 
Royal  Co-op.,  Inc.,  307  U.S.  533,  569 
(1939);  see  also  Wickard  v.  Filbum,  317 
U.S.  Ill,  127-28  (1942)  (holding  that, 
under  Commerce  Clause,  Congress 
could  control  farmer’s  production  of 
wheat  for  home  consumption  because 
ciunulative  effect  of  such  consumption 
by  many  farmers  might  alter  supply  and 
demand  in  interstate  wheat  market).)  As 
such,  regulation  of  the  placement  of 
billboards  advertising  tobacco  products 
does  not  violate  the  Commerce 
Clause. 


^Moreover,  cigarattes  and  smokeless  tobacco 
products  are  nicotine  delivery  devices.  Congress 
plainly  provided  for  medical  devices  to  be  federally 
regulated  as  indicated  by  the  provision  allowing 
seizure  of  devices  without  proof  of  interstate 


(44)  A  number  of  conunents  argued 
that  §  897.30(b)  would  violate  the  First 
Amendment.  Ifrese  comments  argued 
that,  given  the  requirement  for  black 
text-only  on  a  white  backgroimd,  the 
restriction  on  billboards  within  1,000 
feet  of  schools  and  playgrounds  would 
not  directly  and  materi^y  advance  a 
substantial  government  interest.  The 
comments  also  argued  that  the  billboard 
restriction  could  not  be  considered  to  be 
narrowly  tailored.  One  comment  from  a 
public  interest  group,  however,  argued 
that  FDA’s  proposal  is  fully 
constitutional  because  it  is  much  more 
limited  than  the  restrictious  on 
billboards  upheld  in  Penn  Advertising  v. 
Mayor  and  City  Council  of  Baltimore,  63 
F.3d  1318  (4th  Cir.  1995)  vacated, 
remanded  64  U.S.L.W.  3868  (U.S.  Jidy  1, 
1996),  and  Metromedia,  Inc.  v.  San 
Diego,  453  U.S.  490  (1981).  The 
comment  pointed  out  that  in 
Metromedia,  Inc.,  the  Supreme  Court 
held  that  the  City’s  interest  in  traffic 
safety  and  aesthetics  were  sufficient  to 
justify  a  ban  on  commercial  outdoor 
advertising  (453  U.S.  at  551,  n.  23). 

Here,  the  comment  said,  the  interest  that 
FDA  has  asserted  is  more  weighty. 

FDA  disagrees  with  the  comments 
that  argued  that  §  897.30(b)  violates  the 
First  Amendment.  As  explained,  this 
restriction  does  advance  FDA’s  interest 
beyond  what  is  accomplished  hy  the 
text-only  restriction.  As  explained  in 
sections  VI.B.  and  VI.D.  of  this 
document,  the  regular  exposiue  of 
children  to  tobacco  advertising,  even  in 
text-only  form,  builds  a  sense  of 
familiarity  and  acceptability  that, 
reports  and  studies  say,  contributes 
materially  to  the  decisions  of  yoimg 
people  to  experiment  with  and  use 
tobacco  products.  Thus  restrictions  that 
eliminate  such  exposure  will  eliminate 
one  factor  that  contributes  to  the  process 
by  which  children  and  adolescents 
decide  to  smoke  or  use  smokeless 
tobacco  and,  consequently,  will  directly 
advance  FDA’s  interest. 

Moreover,  the  restriction  that  FDA  is 
adopting  is  narrowly  tailored  to  advance 
its  interest.  FDA’s  concern  is  with  the 
advertising  that  can  be  seen  from 
schools  and  playgrounds,  the  place  at 
which  children  and  adolescents  spend  a 
.significant  amount  of  time  each  day. 
Three  blocks  or  1,000  feet  is  about  the 
distance  at  which  signs  are  readily 
visible.  Thus,  FDA  has  restricted 
outdoor  advertising  within  this  distance 
of  schools  and  playgrounds. 


shipment  (section  304  of  the  act)  (21  U.S.C  334]) 
and  by  a  presumption  that  devices  are  in  interstate 
conunerce  (section  709  of  the  act  (21  U.S.C  379]). 
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The  result  of  FDA's  restriction  is  that 
ch  Idren  will  not  be  confronted  with 
tobecco  advertising  as  they  study  and 
play  and  thus  there  will  be  a 
corresponding  reduction  in  the  ability  of 
tobacco  advertisers  to  create  the 
impression  of  acceptance  and 
fai^arity  that  is  influential  edth 
yoimgsters.  Consequently,  there  is  a 
reason^le  fit  between  FDA’s  interest  in 
protecting  the  health  of  children  and  the 
restriction  on  outdoor  advertising  that  it 
is  adopting  (see  City  of  Cincinnati  y. 
Discovery  Network,  Inc.,  507  U.S.  at  416; 
Board  of  Trustees  of  State  University  of 
New  York  v.  Fox,  492  U.S.  at  480). 

Thus,  FDA  concludes  that,  in 
fuhioning  the  restriction  on  billboards, 
it  has  fully  met  its  obligations  under  the 
First  Amendment. 

In  siunmary,  FDA  finds  that 
§  897.30(b)  will  contribute  in  a  direct 
and  material  way  to  reducing  underage 
tobacco  use.  The  evidence  establishes 
that  billboards  are  one  of  the  most 
effective  forms  of  advertising  for  young 
people,  and  that  their  elimination  near 
schools  and  playgrounds  will  directly 
and  materially  advance  FDA’s  goals. 

Studies — Roper  Starch  survey 
submitted  by  R. ).  Reynolds  found  that 
billboards  were  the  most  mentioned 
source  of  information  about  Joe  Camel 
for  children  (see  section  VI.D.3.d.  of  this 
document),  and  a  study  conducted  for 
Advertising  Age  (April  27, 1992) 
discussed  in  this  section  showed  that  46 
percent  of  children  8  to  13  and  34 
percent  of  children  14  to  18  said  that 
billboards  are  a  predominant  form  of 
advertising  for  tobacco. 

Advertising  Theory— Billboards  near 
schools  and  playgroimds  give  the  child 
a  sense  of  faj^liarity,  normalcy,  and 
aqceptability  of  the  message  on  the 
product.  Therefore,  regulation  of  the 
format  and  even  the  location  of  some 
billboards  and  other  outdoor  signs 
within  1,000  feet  of  a  school  or 
playground,  is  essential.  As  discussed  in 
this  section,  comments  submitted  in  this 
rulemaking  include  p  hotographs  that 
evidence  ^e  intrusive  effect  of 
billboards  and  signage  around  schools 
and  playgrounds. 

Evidence  of  Children’s  Visual 
Range — ^Data  provided  by  a  professor  of 
biophysics  and  optometry,  detailed  in 
this  section,  support  a  finding  that  1,000 
feet  is  an  appropriate  distance  to  remove 
signage  that  would  be  visible  and 
readable  to  students. 

Congressional  Finding — ^As  detailed 
in  this  section.  Congress  mandated  a 
1,000  foot  drug  free  zone  around  schools 
and  playgrounds  (Controlled  Substances 
Act  (21  U.S.C.  860))  as  an  appropriate 


area  in  which  to  protect  young  people 
from  drug  dealing  near  scfroob  and 
playgrounds. 

Finally,  the  agency  has  tailored  the 
ban  as  narrowly  as  possible  by  defining 
playgroimds  narrowly  and,  as  noted 
above,  by  restricting  the  area  of  the  ban 
to  that  consistent  with  children’s  visual 
range. 

4.  Section  897.32(a) — Text-Only  Format 

Under  proposed  §  897.32(a),  cigarette 
and  smokeless  tobacco  product  Idling 
and  advertising,  as  described  in 
§  897.30(a)  and  (b),  would  be  required  to 
use  black  text  on  a  white  background 
and  nothing  else.  The  agency  tentatively 
concluded  that  this  text-only 
requirement  would  reduce  &e  appeal  of 
cigarette  and  smokeless  tobacco  product 
labeling  and  advertising  to  persons 
younger  than  18  years  of  age  and 
preserve  advertising’s  informative 
aspects — that  is,  to  provide  useful 
information  to  consumers  legally  able  to . 
purchase  these  products. 

In  response  to  comments,  the  agency 
has  decided  to  permit  another  exception 
to  the  requirement  that  all  permissible 
advertising  appear  in  text-only.  'Thus,  it 
has  created  an  exception  for  advertising 
in  adult  facilities  that  meet  the  criteria 
of  §  897.16(c)(2)(ii)  provided  the 
advertising  is  affixed  to  the  wall  or 
fixture  in  the  facility  and  is  not  visible 
from  outside  the  facility.  FDA  has  added 
this  provision,  as  paragraph  (a)(1)  of 
§  897.32  and  renumbered  the  exception 
for  adult  publications  as  §  897.32(a)(2)(i) 
and  (a)(2)(ii). 

Several  comments  suggested  that  FDA 
shbuld  provide  an  appropriate 
definition  of  “text-only”  for  permissible 
audio  and  video  advertising,  specifically 
static  black  text  on  a  white  backgrovmd 
with  no  music  or  soimds.  Therefore, 
proposed  §  897.32  has  been  revised  in 
consideration  of  comments  received.  A 
new  §  897.32(b)  has  been  added  to 
provide  guidance  for  audio/video 
advertising.  Proposed  §  897.32(b)  has 
been  redesignated  as  (c),  and  proposed 
§  897.32(c)  and  (d)  have  been 
eliminated.  New  §  897.32(b)  has  been 
added  to  provide  explicit  format 
requirements  for  one  form  of 
permissible  advertising  that  had  been 
left  out  of  the  proposed  regulation. 


In  addition  to  the  substantive  changes  made  to 
S  897.32,  the  following  changes  In  language  have 
been  made:  (1)  Addition  of  “Except  as 
provided.*  *  *  section,”  to  $ 897.32(a);  (2)  addition 
of  “any”  to  $  897.32(a);  (3)  amended  language  in 
§897.32(aX2)  starting  with  “any  publication”  and 
ei!ding  vrith  “an  adult  publication”  and,  in  the  last 
sentence,  “an  adult  publication,”;  (4)  two  changes 
to  $  897.32(aK2)(i)  “younger  than  18  years  of  age” 


Many  comments  were  received 
specifically  addressing  the  text-only 
proposal.  That  children  and  adolescents 
should  not  use  tobacco  products  was  the 
one  point  ofiagreement  among  them, 
liowever,  many  comments  from  adult 
smokers  and  nonsmokers,  retailers, 
tobacco  farmers,  elected  officials,  and 
the  tobacco,  advertising,  newspaper, 
and  magazine  industries  stron^y 
objected  to  the  text-only  requirement. 
Their  major  objections  were  that:  (1) 
Qgarette  advertising  does  not  cause 
young  people  to  start  smoking;  (2)  the 
propos^  advertising  restrictions  would 
violate  the  First  Amendment;  and  (3) 
the  restrictions  would  have  the  effect  of 
a  virtual  ban  on  cigarette  advertising. 
Some  comments  expressed  the  concern 
or  suspicion  that  FDA  was  using  this 
propel,  ostensibly  directed  at  minors, 
as  a  pretext  to  try  to  ban  cigarette 
advertising  generally. 

In  contrast,  nearly  three-quarters  of 
the  comments — ^mostly  from  parents, 
teenagers,  public  health  officials, 
teachers,  doctors,  public  interest  groups, 
medical  organizations,  and  some 
individuals  in  the  advertising 
business — supported  the  proposal  for 
text-only  advertisements.  The  major 
reason  presented  for  their  support  was 
the  need  to  eliminate  the  app^  for 
tobacco  that  the  advertising  creates 
among  children  and  adolescents.  Some 
supporters  urged  even  stronger  action 
such  as  a  total  ban  on  all  tol^cco 
advertising.' Some  comments  expressed 
the  opinion  that  even  though  the 
proposed  regulations  may  also  affect 
adults,  any  resulting  reductions  in 
smoking  by  adults  would  not 
necessarily  be  bad. 

(45)  A  number  of  comments 
questioned  the  validity  of  the  evidence 
cited  by  FDA  as  support  for  the 
proposal.  Many  of  these  comments  came 
from  groups  representing  the  tobacco, 
advertising,  and  publishing  industries. 
These  comments  argued  that  there  is  no 
evidence  that  advertising  with  color  and 
images  encourages  use  of  tobacco  by 
minors  or  that  advertising  converts 
nonsmokers  or  nonchewers  into 
smokers  or  chewers.  Moreover,  these 
other  comments  argued  that  there  is  no 
evidence  that  limiting  advertisements  to 
text-only  is  essential  to  reduce  youth 
smoking  and  that  there  is  no  evidence 
that  black  and  white  text  will  reduce 
imderage  smoking. 

In  contrast,  a  number  of  supportive 
comments  stated  that  the  evidence  cited 
by  FDA,  as  well  as  studies  published 


and  “15  percent  or  less”;  and  (5)  deletion  of 
“labeling”  from  §  897.32(c). 
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since  the  proposal,  demonstrate  the 
spedal  susceptibility  of  children  and 
adolescents  to  pictures,  cartoons, 
photographs,  other  graphic  images  and 
colors. 

Specifically,  many  comments 
observed  that  the  appearance  of  Joe 
Camel  in  traditioned  advertising  forums 
(magazines,  billboards)  attracts  children 
and  adolescents.  One  child  wrote  that 
his  father  gave  him  two  sports 
magazines.  “There  were  eight  smoking 
ads  in  them  *  *  *  the  last  one  had  two 
pictures  of  Joe  Camel  smoking.  This  can 
attract  kids  to  start  smoking.’* 

Studies  cited  in  the  preamble  to  the 
1995  proposed  rule  and  in  section  IV.B. 
of  this  document,  demonstrate  the 
impact  that  images  and  colors,  cartoons, 
and  pictiues  and  other  graphic  material 
have  on  children  and  adolescents.  This 
does  not  mean  that  the  same 
characteristics  of  advertising  do  not 
appeal  to  or  affect  adults.  However,  the 
effect  of  these  techniques  on  children 
and  adolescents  is  magnified  because  of 
their  usual  level  of  involvement  in 
advertising  as  in  everything  else.  2°®  As 
detailed  more  fully  in  section  VI.B.  of 
this  document,  children  and  adolescents 
respond  to  stimuli  that  interest  them, 
and  that  provides  them  with 
information  that  is  important.  Young 
people  do  not  have  the  information 
processing  skills  that  adults  possess, 
and  {IS  a  result  more  often  than  not,  the 
information  that  is  relevant  to  them 
comes  in  the  form  of  images  and  colors 
rather  than  with  a  lot  of  words.  This  fact 
provides  an  explanation  why  86  percent 
of  children  and  adolescents  smoke  the 
three  most  heavily  advertised  brands 
(all  are  promoted  with  attractive 
imagery),  even  though  they  are  generally 
price  sensitive.  2®®  Adults  buy  generic 
products  for  price  reasons  or  low  tar 
brands  for  health  concerns.  2^® 
Advertising’s  colorful  images  are  not  as 
relevant  to  them  as  cost.  Given  these 
factors,  FDA  finds  that  the  text-only 
requirement  will  significantly  reduce 
the  appeal  of  cigarette  and  smokeless 
tobacco  advertising  to  young  people  and 
reduce  its  influence  on  them. 

(46)  Many  comments,  especially  from 
the  magazine,  newspaper,  advertising. 


*°*One  such  study  tested  the  effect  of  different 
forms  of  advertising  on  children  and  found  that 
they  preferred  pictures  to  text-only.  (See  Huang,  P. 
P..  D.  Burton,  H.  Lliowe,  and  D.  M.  Sosin,  “Black- 
White  Differences  in  Appeal  of  Cigarette 
Advertisements  Among  Adolescents,”  Tobacco 
Control,  vol.  1,  pp.  249-255;  1992.) 

209  “Changes  in  the  Cigarette  Brand  Preferences  of 
Adolescent  Smokers — United  States,  1989-1993,” 
in  MMWR,  OX],  DHHS,  vol.  43,  pp.  577-581, 1994. 

zioTeinowitz,  L,  “Add  R]R  to  List  of  Cig  Price 
Cuts,”  Advertising  Age,  pp.  3,  46,  April  26, 1993. 


and  tobacco  industries,  stated  that  the 
proposal  will  operate  as  a  virtual  ban  on 
most  types  of  cigarette  and  smokeless 
tobacco  advertisements.  These 
comments  argued  that  the  text-only 
format  requirement  will  eliminate 
tobacco  companies’  ability  to  attract  the 
attention  of  potential  customers  and  to 
convey  brand  messages  and  will  render 
advertising  invisible  to  adults. 

Therefore,  tobacco  advertisers  would  be 
far  less  likely  to  advertise  in  the  text- 
only  format.  Also,  not  having  a  clear 
standiud  for  when  the  text-only 
requirement  applies  (see  also  definition 
of  adult  publication)  will  cause' tobacco 
advertisers  to  avoid  more  publications 
than  may  be  necessary  to  ensure  that 
they  do  not  violate  the  rule.  Many  of 
these  comments  also  argued  that 
advertising  would  become  ineffective. 
One  comment  said  that  advertising  that 
passes  unnoticed  amoimts  to  no 
advertising  at  all.  This  comment  also 
asserted  that,  as  a  result  of  the  text-only 
proposal,  no  viable  alternative  ch{mnels 
of  commtmication  would  exist. 

Comments  frum  the  tobacco  and 
advertising  industry  suggested  that  the 
advertising  industiy  would  suffer 
revenue,  profit,  and  job  losses  as  a  result 
of  the  text-only  format;  employees 
involved  in  graphics  arts  would 
especially  be  affected;  and  suppliers 
providing  services  and  products  to 
advertising  agencies  would  also  be 
adversely  affected. 

A  number  of  comments  supporting 
the  proposal  recommended  a  total  bm 
on  edl  tolmcco  advertising.  Many 
comments  stated  that  a  ban  on  ^1 
tobacco  advertising  and  marketing 
would  be  reasonable  because  the 
tobacco  industry  will  use  any  available 
loopholes  to  market  tobacco  products 
and  will  test  any  partial  ban. 

Tobacco  companies  vnll  be  able  to 
continue  advertising  in  most  of  the  same 
forums  in  a  text-only  format. 

Advertising  with  colors,  pictiues,  and 
graphics  will  still  be  allowed  in  adult 
publications.  Tobacco  advertisers  will 
still  be  able  to  convey  information  to 
adults  about  taste,  price,  and  product 
development  fising  text-only 
advertising.  Many  current 
advertisements  for  low  tar  cigarettes  rely 
heavily  on  text  formats. 

The  agency  is  not  limiting  fonts,  font 
styles,  or  size  of  type  because  it  believes 
that  the  tobacco  industry  and  its 
advertising  firms  can  \ise  their  creativity 
with  a  variety  of  print  formats  to 
produce  text-only  advertising  that  will 
effectively  commimicate  their  messages, 
including  brand  messages,  to  adults. 
However,  the  agency  is  also  convinced 


that  print  advertising,  no  matter  how 
creative,  will  not  be  able  to  provide  the 
attractive  imagery  that  young  people 
look  for  in  advertising  to  explain  the 
importance  of  a  product  to  ^em,  e.g., 
what  to  vreai,  whom  to  hang  out  with, 
how  to  look,  cool  (see  discussion  of  the 
importance  of  color  and  imagery  in  the 
introduction  to  this  section). 

Moreover,  although  the  restriction  to 
text-only  advertisements  may  tend  to 
solidify  market  position,  it  will  not  give 
any  one  company  new  competitive 
advantage  over  another  since  all 
companies  must  play  by  the  same  rules. 
Thus,  the  economic  impact  of  the  rule 
on  the  advertising  business  will  be 
mitigated  by  a  shifting  of  resources  to 
create  new  advertising  in  compliance 
with  the  rule  and  to  advertising  for 
other  businesses  (see  section  XV.  of  this 
document  entitled  “Analysis  of 
Impacts’’  for  more  information). 

The  agency  does  not  support  a  total 
ban  on  ^1  tobacco  advertising  as  was 
suggested  by  a  niunber  of  comments. 

The  agency  has  been  able  to  tailor  the 
restrictions  that  it  is  adopting,  by 
requirements  such  as  the  text-only 
advertisements  requirement,  to 
eliminate  the  appeal  of  tobacco 
advertising  for  children  and  adolescents 
while  still  allowing  a  means  for 
companies  to  communicate  with  advdt 
tobacco  users.  The  use  of  text-only  will 
mean  that  there  can  be  continued 
advertising  that  is  less  likely  to  attract 
yoimg  people  but  that  can  convey 
information  to  adults. 

(47)  Severed  comments  stated  that 
limiting  point  of  sale  advertising  to  text- 
only  would  effectively  ban  point  of  sale 
advertising  and  impair  retailers’  ability 
to  market  tobacco  products  to  adult 
customers. 

Many  comments  noted  the  places  one 
sees  (and  placement  of)  Joe  Camel  at 
point  of  sale,  the  nature  of  the  items  on 
which  his  image  appears,  and  his 
ubiquitousness  in  and  aroimd  stores,  as 
evidence  of  the  intent  of  at  least  one 
tobacco  company  to  try  to  attract  yoimg 
people.  A  physician  commented  that  he: 

recently  was  returning  from  an  evening  [of] 
helping  to  care  for  [a]  patient  who  was  dying 
of  emphysema  [a  lung  ailment  caused  by 
cigarette  smoking].  I  decided  to  stop  at  a 
convenience  store  *  *  *  I  was  confronted 
with  no  less  than  14  advertisements  for 
cigarettes.  From  the  Camel  Joe  sign 
bmkoning  in  the  parking  lot  *  *  *  a 
customer  is  bombarded  with  ads  urging  them 
to  buy  cigarettes. 

Another  comment  stated  thai 
“advertisements  on  convenience  store 
doors  are  placed  well  below  adult  eye- 
level  and  features  such  popular 
advertising  cartoons  as  Joe  and 
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Josephine  Camel.  It  seems  counter¬ 
intuitive  to  assume  that  such  advertising 
is  intended  for  adults."  Another 
comment  stated,  "Tobacco  companies 
say  they  do  not  want  to  entice  our 
children  to  smoke,  then  why  are  Joe 
Camel  ads  above  the  candy  counters?" 
One  comment  noted  that  at  a  major 
retailer  near  the  commenter’s 
neighborhood,  Joe  Camel  posters  are 
right  behind  an  exhibit  of  pogs,  a 
popular  children’s  collectible  toy. 

Maniifacturers  and  retailers  are  not 
prohibited  from  promoting  tobacco 
prodvicts  at  the  retail  level.  Adult 
consumers  looking  for  price  and 
product  information  about  cigarettes 
and  smokeless  tobacco  will  be  able  to 
find  that  information  by  searching  even 
vrithout  the  images  to  attract  them.  Text- 
only  point  of  sale  advertising,  like 
magazines  or  billboards,  will  be 
efiective  in  communicating  this 
information.  Thus,  FDA  is  not  banning 
point  of  sale  advertising. 

While  text-only  point  of  sale 
advertising  can  he  effective  with  adults, 
it  will  have  less  alliue  and  be  less 
appealing  to  diildren  and  adolescents. 
Qiildren  and  adolescents,  who  are  less 
willing  to  process  print  information  in 
a  leisurely  setting  (such  as  reading  a 
magazine),  will  not  find  textual  material 
appealing  in  the  momentary  time  setting 
of  a  retail  purchase. 

(48)  A  comment  from  an  advertising 
indiistry  association  stated  that: 

*  *  *  FDA’s  prohibition  on  all  direct  mail 
pnnnotion  of  tobacco  products  except  for 
“tombstone”  messages  *  *  *  is  even  more 
onerous  than  that  imposed  on  publications, 
since  at  least  some  publications  will  be 
permitted  to  cany  non-tombstone 
advertising.  The  disparate  treatment  of  direct 
mail  exposes  the  real  purpose  of  the  FDA  to 
censor  messages  to  adults,  because  that 
medium  by  definition  can  be  addressed  to  a 
specific  audience,  i.e.,  adults,  with  little  risk 
of  inadvertent  viewing  by  minors. 

This  comment  also  noted  that  this  form 
of  direct  advertising  is  not  insignificant 
to  the  industry  and  given  the  small 
likelihood  of  youth  access  to  it,  should 
not  be  severely  restricted.  The  comment 
noted  that  total  industry  spending  on 
direct  mail  advertising  was  $33  million 
in  1993. 

Some  conunents  finm  mail-order 
firms  noted  that  the  text-only 
requirement  would  adversely  affect 
cabdogs  for  tobacco  and  related 
products,  making  them  less  appealing 
and  less  effective  for  marketing  to  adult 
smokers.  One  coimnent  from  ^e  owner 
of  a  small  (55  employees)  tobacco 
products  manufacturing  business  said 
the  text-only  requirement  for  its  catalog, 
along  with  several  other  aspects  of  the 


1995  proposed  rule,  would  destroy  his 
business: 

It  ofiends  me  as  a  good  Americao  running 
a  clean,  honest  business  that  a  cadre  of 
bureaucrats  in  Washington,  DC  would 
propose  a  rule  that  could  ruin  my  life’s  work. 
FDA  has  given  no  more  thought  to  the  impact 
on  my  business  than  I  might  give  to  swatting 
a  mosqiiito. 

A  supportive  comment  stated  that  the 
tobacco  industry  has  made  increasing 
use  of  direct  m^  promotions,  including 
contests,  questioimaires,  coupons, 
offers,  and  even  birthday  car^.  It  stated 
that  no  company  can  be  certain  its 
mailing  lists  do  not  include  minors.  In 
a  1993  survey  of  12  to  17  year  olds,  7.6 
percent  indicated  they  had  received 
mail  personally  addrmsed  to  them  from 
a  tobacco  company.  This  could  project 
out  to  1.6  million  persons  aged  12  to  17. 
This  conunent  noted  that  a  major 
tobacco  company  sent  free  packs  of 
cigarettes  to  people  on  its  mailing  list  as 
a  holiday  present  "from  the  Camel 
family"  and  has  not  changed  its  practice 
despite  the  fact  that  as  many  as  1.6 
million  12  to  17  year  olds  could  be  on 
tobacco  company  mailing  lists. 

Direct  mail  is  a  high  involvement 
medium,  that  is,  it  requires  the  recipient 
to  study  the  text  in  order  to  get  the 
central  message.  In  those  circumstances, 
text-only  can  be  effective  with 
recipients  who  have  an  interest  in  the 
offer.  'There  is  less  of  a  need  to  attract 
a  consumer’s  attention  with  a  direct 
mail  promotion,  including  a  catalog, 
than  with  a  point  of  sale  or  magazine 
advertisement.  A  consumer  opening  a 
direct  mail  promotion  he/she  is 
interested  in  is  in  a  high-involvement 
mode  and  is  prepared  to  read  the 
enclosed  material  and  catalog.  Although 
the  material  may  be  more  easily  ignor^, 
crirrent  tobacco  users  who  want  to  buy 
by  direct  mail  can  get  the  information 
i^m  textual  material. 

Mailings  in  text-only  to  current 
customers  and  to  other  adult  smokers 
are  permitted  under  the  rule.  On  the 
other  hand,  if  a  direct  mail  promotion 
or  catalog  is  seen  by  a  child,  the  text- 
only  format  would  make  it  much  less 
appealing  and  less  interesting.  This  is 
especially  important  since  there  is 
evidence  that  as  many  as  1.6  milJion 
children  aged  12  to  17  receive  direct 
mail  tobacco  promotions.  Thus,  text- 
only  direct  mail  is  important  to 
accomplish  the  purpose  of  this 
rulemaking.  Moreover,  contrary  to  being 
censorship,  as  some  comments  stated, 
the  text-only  format  for  direct  mail  will 
allow  advertisers  to  send  adults  an 
encyclopedia  of  information  about  any 
asp^  of  smolung  or  tobacco  products 


while  protecting  children  from  the 
effects  of  advertising. 

Although  direct  mail  catalog 
advertising  will  be  less  interesting,  sales 
should  only  be  minimally  affected.  As 
the  final  nde  does  not  include  a 
prohibition  on  mail-order  sales,  the  only 
restriction  will  be  the  text-only  format. 

In  addition,  this  should  be  less  of  an 
impediment  than  a  total  ban  to  small 
mail  order  company  owners  such  as  the 
commenter. 

This  compronuse  represents  the 
agency’s  attempt  to  narrowly  tailor  its 
rule.  Based  on  comments  received  from 
the  industry,  most  mail-order  customers 
purchase  tobacco  products  for  price, 
convenience,  and  uniqueness  and  to 
stockpile  a  long  term  supply.  The 
agency  believes  that  creative  and 
effective  advertising  for  adults  can  be 
designed  in  the  text-only  format  for 
catalogs,  especially  for  catalogs  targeted 
to  consumers  purchasing  tobacco 
products  for  these  reasons.  Therefore, 
FDA  is  not  exempting  direct  mail 
promotion  of  tobacco  products  from  the 
text-only  requirement. 

(49)  One  comment  suggested  that  FDA 
create  an  exception  for  direct  mail 
similar  to  that  for  publications.  The 
comment  said  that  direct  marketers  can 
target  mailings  so  that  children  and 
adolescents  are  protected  to,  at  the  very 
least,  the  same  degree  that.the 
regulations  provide  for  the  publishing 
industry. 

FDA  has  considered  this  request  but 
finds  that  it  carmot  grant  it.  'The  agency 
based  the  threshold  for  publications  on 
the  ground  that  publications  with  youth 
readership  of  less  than  15  percent  are 
not  of  interest  to  yoimg  people  and  thus 
would  be  unlikely  to  1m  read  by  them. 
'The  same  carmot  be  said  of  dir^  mail 
advertisements  that  come  addressed 
with  the  child’s  name  on  it.  (As 
explained  in  this  section,  surveys  show 
that  a  significant  porrion  of  tobacco 
direct  mail  advertising  is  sent  directly  to 
individuals  imder  the  age  of  18.)  The 
appearance  of  the  child’s  name  in  the 
address  will  cause  the  child  to  look  at 
the  advertisement  and  thus  will  cause 
the  message  to  be  thrust  on  the  child  in 
a  marmer  similar  to  messages  on 
billboards  or  point  of  purchase  (see 
Packer  Carp.  v.  Utah.  285  U.S.  105, 110 
(1934)).  'Thus,  direct  mail  advertising  is 
more  similar  in  nature  to  billboiurds  and 
point  of  purchase  advertising  than  are 
publications.  Consequently,  as  with  the 
former  types  of  advertising,  FDA  has 
concluded  that  to  reduce  &e  appeal  of 
direct  mail  advertising  to  those 
youngsters  who  view  it,  it  is  appropriate 
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to  require  that  this  type  of  advertising  be 
in  the  text-only  format. 

(50)  A  few  conunents  said  that  in  the 
s€ime  way  the  agency  attempted  to  carve 
out  an  exception  for  publications  with 
primarily  adult  readers,  it  should  permit 
a  similar  exception  for  advertising  in 
bars,  clubs,  etc.,  with  customers  over  21 
years  of  age. 

The  agency  agrees  with  these 
comments.  The  agency  recognizes  the 
need  to  precisely  tailor  its  regulations 
and  thus,  has  created  an  exception  for 
advertising  in  adult  only  (18  years  of  age 
and  older)  facilities  permitted  to  sell 
tobacco  products  firom  vending 
machines  and  self-service  imder 
§  897.16(c)(2)(ii).  These  facilities,  which 
are  required  to  ensure  that  no  one  imder 
the  age  of  18  is  present,  or  permitted  to 
enter,  the  facility  at  any  time,  may 
display  permissible  advertising,  i.e., 
widi  color  and  imagery,  provided  that  • 
the  advertising  is  not  visible  from 
outside  the  facility  and  is  affixed  to  a 
wall  or  fixture  within  the  facility.  These 
conditions  will  ensure  that  the 
advertising  does  not  become  a  surrogate 
for  outdoor  advertising  and  is  not 
carried  from  the  facility. 

(51)  The  agency  received  some 
comments  from  opponents  and 
supporters  of  the  1995  proposed  rule 
that  stated  that  this  provision  might  be 
counterproductive  and  result  in 
increas^  demand  for  cigarettes  and 
smokeless  tobacco  by  minors.  One 
comment  from  an  association  of 
advertising  agencies  stated  that  a 
reduction  in  spending  on  cigarette 
advertising,  resulting  from  the  proposal, 
could  make  cigarettes  less  expensive 
and  increase  demand  for  these  products. 
In  contrast,  another  conunent  from  a 
tobacco  company  stated  that  reduced 
competition  due  to  the  text-only 
restrictions  could  lead  to  price  increases 
for  some  brands  which  would  harm  the 
adult  purchasers  of  those  brands. 

Some  comments  stated  that  the  health 
warnings  in  cigarette  advertising  would 
become  less  effective  in  the  proposed 
text-only  format.  This  consequence 
could  result  in  fewer  people  giving  up 
smoking  because  of  i^ormation  in  the 
health  warnings.  Some  comments 
argued  that  the  text-only  format  might 
actually  attract  more  attention  from 
minors  because  these  advertisements 
would  be  so  different  from  most 
advertising. 

The  agency  finds  that,  on  balance,  the 
evidence  does  not  support  a  conclusion 
that  the  text-only  requirement  will  be 
counterproductive.  This  finding  is  based 
in  part  on  the  contradictory  comments 
regarding  the  price  of  cigarettes.  Some 


comments  fix}m  the  advertising  industry 
argued  that  tobacco  companies  would 
use  the  savings  from  doing  less 
advertising  to  reduce  the  price  of 
cigarettes,  which  would  increase 
^demand  especially  among  young  people 
who  are  price  sensitive.  Other 
comments  from  the  tobacco  industry 
argued  that  the  requirement  would 
reduce  competition,  which  could  lead  to 
higher  prices  for  adult  consumers.  This 
cohflict  points  out  the  speculative,  and 
therefore  imconvincing,  natiure  of  the 
claims  that  the  restrictions  will  be 
counterproductive. 

Also,  despite  concerns  expressed  by 
the  tobacco  industry  and  others  that  the 
text-only  format  woxild  make  the 
Surgeon  General’s  health  warning  less 
effective,  there  is  evidence  from  the 
focus  groups  conducted  by  the  agency 
that  tlfis  warning  is  not  very  effective 
with  yoimg  people  now.  211  The  text- 
only  format  will  not  interfere  with  the 
ability  of  the  Surgeon  General’s  warning 
to  warn  adults  of  the  health  hazards  of 
smoking.  This  format  will,  however, 
reduce  the  appeal  to  young  people  that 
advertising  creates  and  therefore  will 
lessen  the  need  for  the  warning  for 
yoimg  people. 

The  agency  has  considered  the 
concern  of  some  comments  that  the  text- 
only  format  will  be  so  unlike  most 
advertising  that  yoimg  people  will  be 
attracted  to  it.  Whatever  attraction  the 
novelty  has  for  young  people,  the 
agency  has  concluded  that  it  should  be 
less  than  the  attraction  of  the  current 
imagery  in  tobacco  advertising. 

(52)  A  number  of  comments, 
especially  from  the  tobacco  industry, 
expressed  concern  about  the  1995 
proposed  rule’s  adverse  impact  on 
competition.  Many  comments  stated 
that  advertising  is  critical  to 
competition,  brand  choice,  and  product 
innovation.  Comments  from  the  tobacco 
industry  stated  that  the  primary 
purposes  of  its  advertising  are  to 
promote  brand  competition  emd  to 
maintain  brand  loyalty.  Many  of  these 
comments  argued  that  the  text-only 
format  would  stamp  out  competition 
and  freeze  market  shares.  Some 
comments  also  stated  that  the  1995 
proposed  rule  would  serve  as  a  barrier 
to  new  and  improved  products  and 
product  innovation,  especially  to 
products  like  lower  tar  cigeurettes. 

Although  all  firms  will  be  subject  to 
the  same  rules,  some  firms  may  still 
gain  an  advantage  by  dominant  market 
position  or  by  being  more  creative  in 
their  text-only  advertising  or  more 
_  ■<» 

211  Focus  group  report  in  administrative  record, 
December  1. 1995,  60  FR  61670. 


effective  in  their  placement  of 
advertising.  Tobacco  companies  will 
still  be  able  to  advertise  in  virtually  all 
the  same  forums  they  use  now,  but 
companies  may  gain  competitive 
advantages  by  developing  new 
marketing  techniques  aimed  at  adults 
that  are  within  the  rules.  All  industries 
have  to  adapt  to  changing  competitive 
circumstances,  whether  caused  by 
government  regulations,  demanded  by 
the  public,  self-imposed  as  in 
professional  sports,  affected  by 
international  competition  and  changing 
technologies,  or  in  reaction  to  changes 
in  consumer  preferences.  Creative 
companies  can  succeed  by  adapting 
better  than  their  competitors  within  the 
new  framework. 

Additionally,  these  advertising 
restrictions  could  make  it  more  ^fficult 
for  a  new  competitive  tobacco  company 
to  be  formed  and  to  enter  the  market. 

But,  there  are  much  greater  barriers  to 
entry  for  a  new  firm  in  terms  of  the 
nature  of  the  tobacco  business,  capital 
requirements,  and  the  existing  large 
firms  already  in  the  business. 
Nevertheless,  to  the  extent  that  the 
regulations  do  produce  anticompetitive 
effects,  these  are  outweighed  by  the 
public  health  benefits  of  the  rule. 

Finally,  information  on  new  products 
and  on  product  innovations  need  not  be 
“stamped  out.’’  This  kind  of  information 
can  be  conveyed  in  the  text-only  format. 
One  example  of  a  new  product  that  the 
tobacco  industry  claims  might  not  have 
been  developed  if  this  rule  had  been  in 
effect  is  the  low  tar  cigarette.  Yet 
advertising  for  low  tar  brands  tends  to 
use  much  more  text  than  regular  brands 
because  the  information  is  factual  and 
specific.  Therefore,  the  agency 
continues  to  find  the  text-only 
requirement  to  be  an  appropriately 
tailored  remedy. 

(53)  Comments  offered  differing  views 
on  the  function  of  advertising.  Some 
stated  that  imagery  is  necessary  to 
attract  and  hold  the  attention  of  adult 
smokers  in  order  to  convey  useful 
information  about  the  product  and  to 
effectively  differentiate  brands,  while 
others  saw  images  as  being  too 
appealing  to  children.  These  latter 
comments  argued  that  FDA’s  rule  is 
seeking  to  regulate  only  the  presentation 
of  the  advertising  that  attracts  children 
(the  imagery),  not  its  content. 

One  small  business  owner  said  the 
proposed  ban  on  imagery  would  make 
established  advertising  logos  with 
pictures  worthless,  not  just  for  the  major 
tobacco  companies  but  also  for  small 
firms  in  tobacco  related  businesses. 
Others  stated  that  the  1995  proposed 
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rule  is  not  strong  enough.  One  comment 
said  that  FDA  is  mistaken  in  asserting 
that  the  hlack  and  white  text  format 
removes  imagery  and  emotive  content 
from  the  advertisement.  It  said  that  the 
regulation  should  also  limit  the  type 
styles,  font  sizes,  and  shapes  of  borders 
and  letters. 

The  agency  continues  to  believe  that 
it  has  created  an  appropriately  tailored 
remedy.  The  tobac^  and  advertising 
industries  argue  that  FDA’s  ban  on 
imagery  and  color  is  overinclusive  and 
not  narrowly  tailored.  FDA  disagrees, 
however.  The  restriction  on  the  use  of 
images  and  color  preserves 
informational  advertising  because  of  its 
utility  to  adults  while  eliminating  the 
aspects  of  advertising  that  are  most 
attractive  to  yoimg  people.  The  agency 
is  regulating  only  the  manner  in  whi(^ 
advertising  is  presented,  not  the 
information  contained  in  it.  Also,  the 
agency  is  allowing  imagery  in 
advertising  in  adult  publications. 

There  is  imdoubtedly  an  impact  on 
businesses  that  have  established  logos, 
pictures,  and  other  graphics  associated 
with  their  businesses  or  products. 
However,  all  businesses  are  subject  to 
the  same  requirements,  and  thus  no  one 
business  should  receive  any  competitive 
advantage. 

Hie  agency  does  not  agree  with 
comments  recommending  restrictions 
on  type  styles,  fonts,  etc.  Such  a 
restriction  on  advertising  is,  given  the 
currently  available  evidence,  more 
restrictive  than  necessary.  Text-only 
advertising  should  be  sufficient  to 
reduce  the  appetd  of  advertising  based 
on  imagery  to  children  and  adolescents, 
however  creatively  the  text  is  displayed. 
The  agency  concludes  that  the 
elimination  of  imagery  and  color 
directly  and  materially  advances  its 
interest  in  protecting  the  health  of 
young  people  by  mabdng  tobacco 
advertising  mu^  less  appealing  to  them 
and,  therefore,  it  makes  it  less  l^ely  that 
they  will  be  influenced  to  use  tobacco 
products. 

(54)  Several  comments  requested  that 
FDA  provide  specific  regulation  for 
audio  and  video  formats.  Specifically, 
the  comments  requested  that  audio  be 
confined  to  a  text-only  format 
appropriate  for  audio  (words) 
imaccompanied  by  music  or  sound  and 
that  video  be  limited  to  black  text  on  a 
white  badcgroimd  only.  Restrictions, 
such  as  these,  the  comments  continued, 
would  apply  the  spirit  of  the  text-only 
format  to  these  m^a.  Fincdly,  one 
comment  expressed  the  concern  that 
without  these  restrictions,  tobacco 
companies  might  create  and  disseminate 


music  tapes,  similar  to  one  distributed 
by  RJR  with  music  by  “The  Hard  Pack.” 
Hus  would,  the  comment  stated, 
provide  aural  imagery  for  yotmg  people. 

The  agency  agrees  that  it  should 
provide  more  specific  guidance  for 
permissible  auffio  and  video  media  and 
that  this  guidance  should  be  a  logical 
application  of  the  text-only  requirement. 
Hierefore,  the  agency  has  amended 
§  897.32  to  add  a  new  paragraph  (b), 
which  requires  text-orJy  black  and 
white  text  in  video  advertising,  which 
should  be  static,  and  text-only,  no 
music,  in  audio  advertisements. 

(55)  Several  comments  challenged 
FDA’s  proposal  to  limit  most  advertising 
to  the  use  of  the  text-only,  black  print 
on  white  background  format  on  tike 
grounds  that  this  limitation  would 
violate  the  First  Amendment.  These 
comments  relied  most  heavily  on  three 
cases:  Zaudererv.  Office  of  Disciplinary 
Counsel,  471  U.S.  626  (1985),  in  which 
the  Supreme  Court  struck  down  a 
restriction  on  the  use  of  pictures  in 
attorney  advertising;  Shapero  v. 
Kentucky  Bar  Association,  486  U.S.  466 
(1988),  in  which  the  Supreme  Court 
held  that  the  State  may  not  restrict 
lavryer  solicitations  to  those  least  likely 
to  he  read  by  the  recipient;  and  In  re  R. 
M.  /.,  455  U.S.  191  (1984),  a  case  in 
which  the  Court  struck  down  a 
requirement  that  lawyers  use  a  fixed 
format  in  their  advertising.  One 
comment,  however,  argued  that  FDA’s 
restriction  is  fully  consistent  with  the 
First  Amendment. 

In  Zaudererv.  Office  of  Disciplinary 
Counsel,  471  U.S.  at  647,  the  Supreme 
Court  said  that  “the  burden  is  on  the 
State  to  present  a  substantial 
governmental  interest  justifying  the 
restriction  *  *  *  and  to  demonstrate 
that  the  restriction  vindicates  that 
interest  through  [narrowly  tailored] 
means.’’  **2  pDA  will  apply  this  test 
here. 

As  explained  in  section  VI.C.4.  of  this 
document,  FDA  has  not  merely  a 
substantial,  but  a  compelling,  interest  in 
the  health  of  minors.  It  is  this  interest 
that  led  it  to  propose  the  restriction  on 
the  use  of  images  and  color  in  cigarette 
€md  smokeless  tobacco  advertising. 

Several  comments  argued,  however, 
that  the  restriction  on  images  and  color 
do  not  further  FDA’s  interest.  These 
comments  argued  that  there  is  no 
evidence  that  the  use  of  color  and 


«*ZaudereractuaUy states “•  *  ‘through the 
least  restrictive  available  means.”  However,  in 
Board  of  Tibstees  of  State  Vnrvenity  of  N.Y.  v.  Fox, 
492  U.S.  at  479-481,  the  Court  clarified  this  phrase 
as  requiring  narrowly  tailored  means. 


images  in  advertising  increases  tobacco 
use  among  young  people. 

FDA  has  fully  aadressed  this 
assertion.  The  available  evidence 
demonstrates  that  pictures  and  colors 
have  particular  appeal  to  children  and 
adolescents  under  18  years  of  age,  and 
that  they  are  more  important  to 
underage  individuals  than  other  aspects 
of  the  advertisement.  Yoimg  people 

pay  attention  to  peripheral  cues  in  an 
advertisement,  such  as  the  models  that 
appear  in  them,  color,  and  scenery,  and 
it  is  these  components  that  tobacco 
advertisers  use  to  create  the  images  that 
are  so  important  to  people  under  the  age 
of  18.  Thus,  the  restriction  on  images 
and  colors  will  have  a  particular  effect 
on  the  appeal  of  advertisements  to 
young  people  and  make  these 
advertisements  a  significantly  less 
effective  means  of  communicating  to 
this  group. 

(56)  Several  comments  also  argued 
that  IHA’s  restriction  on  the  use  of 
colors  and  images  is  not  narrowly 
tailored,  pointing  to  the  fact  that  the 
agency  proposed  to  eliminate  the  use  of 
all  visual  images  and  graphic  designs  in 
cigarette  and  smokeless  tobacco 
advertisements. 

These  comments  misinterpret  the 
rule.  FDA  has  not  restricted  all  use  of 
color  and  images.  FDA  has  provided 
that  these  me^anisms  may  continue  to 
be  used  in  publications  with  primarily 
adult  readership  and  in  adult-only 
establishments.  Hie  agency  has 
endeavored  to  restrict  as  little  speech  as 
possible.  FDA  has  found,  however,  that 
it  could  not  limit  the  appeal  of  cigarette 
and  smokeless  tobacco  advertising  to 
the  young  if  it  did  not  restrict  the  use 
of  image  and  color. 

Each  of  the  cases  relied  upon  by  the 
comments  is  fundamentally 
distinguishable  from  the  current 
situation.  In  each  of  these  cases,  the 
body  seeking  to  restrict  the  advertising 
in  question  failed  to  present  any 
evidence  that  the  restriction  was 
addressing  an  actual  harm  (see 
Zauderer,  471  U.S.  at  648-649;  Shapero, 
486  U.S.  at  479-80;  (see  also  Florida  Bar 
V.  Went  For  It,  Inc.,  115  S.Ct.  at  2378 
(“Finally,  the  State  in  Shapero 
assembled  no  evidence  attempting  to 
demonstrate  any  actual  harm  caused  by 
targeted  direct  mail.’’);  InreR.M.  /.,  455 
U.S.  at  206).  Here,  in  contrast,  the 
record  fully  establishes  the  reality  of  the 
harm,  and  that  FDA’s  interest  will  be 
directly  and  materially  advanced  by  the 


213  See,  e.g..  Petty,  R.  E.,  and  J.  T.  Cacioppo, 
Communication  and  Persuasion:  Central  and 
Peripheral  Routes  to  Attitude  Change,  Springer- 
Verlag,  New  York,  1986. 
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restriction  on  colors  and  images.  For 
these  reasons,  FDA  finds  no  merit  to 
these  comments. 

In  summary,  FDA  finds  that  the 
evidence  amassed  during  this 
investigation  and  provided  by 
comments  provides  ample  support  for 
its  requirement  that  all  forms  of 
advertising  that  children  see  and  are 
exposed  to  can  have  an  effect  upon  their 
attitudes  about  tobacco  use. 

The  empirical  studies  and  svirveys, 
expert  opinion,  anecdotal  evidence, 
industry  statements,  and  consensus 
report  described  in  section  VI.D.5.  of 
this  docviment  implicate  advertising  as 
an  important  source  of  information  for 
yoimg  people’s  attitudes  about,  and  use 
of,  tobacco  products.  This  evidence 
shows  that  any  regiilation  that  hopes  to 
be  successful  must  be  comprehensive 
and  include  some  type  of  restriction 
upon  all  forms  of  advertising  and 
promotions.  FDA’s  regulation  provides 
restrictions  that  will  contribute  directly 
and  materially  to  that  end  but  that  are 
tailored  as  narrowly  as  possible.  Except 
in  the  limited  case  of  outdoor 
advertising  within  i.OOO  feet  of  schools, 
no  informational  advertising  will  be 
disturbed.  However,  those  aspects  of 
advertising  that  have  particular  appeal 
to  young  people  will  be  banned. 

Color  and  Imagery— Color  and 
imagery  are  necessary  ingredients  for 
advertising  in  conditions  of  “low 
involvement,’’  such  as  occurs  when 
skimming  a  magazine  or  seeing  a 
billboeird  (see  sections  VI.B.l.b.  and 
VI.B.l  c.  of  this  docmnent). 

FDA’s  restriction  will  eliminate  the 
color  and  imagery  but  will  permit 
information  to  be  communicated.  Tois 
requirement  is  as  important  for  in-store 
advertising,  billboards,  and  direct  mail, 
as  it  is  for  traditional  publications.  As 
discussed  in  this  section,  young  people 
get  their  information  and  product 
imagery  firom  all  these  sources:  (1)  Point 
of  sale  advertising  confinnts  young 
people  when  they  go  to  make  a 
piuthase.  The  imagery  is  as  large  as  life 
and  presents  the  child  with  an 
enticement  at  the  time  when  purchase  is 
immediately  available.  It  can  as 
effectively  impart  information  to  adults 
with  words.  (2)  Direct  mail  can 
firequently  wind  up  in  the  hands  of  a 
young  person  or  be  addressed 
personally  to  the  child  or  adolescent. 
One  study  found  that  7.6  percent  of 
children  12  to  17  years  questioned  had 
received  mail  personally  addressed  to 
them  firom  a  tobacco  company  (1.6 
million  teens). 

Billboards — Billboards  provide  a 
major  soiuce  of  information  about 


tobacco  for  young  people.  One  study 
published  in  Advertising  Age  (April  27, 
1992),  found  that  46  percent  of  diildren 
8  to  13  years  old  and  34  percent  of 
children  14  to  18  cited  billboards  as  the 
predominant  advertising  medium  for 
tobacco  products  (see  section  VI.E.3.  of 
this  document).  The  Starch  Survey 
conducted  for  R.J.  Reynolds  foimd  that 
51  percent  of  children  10  to  17  who 
recognized  joe  Camel  as  a  tobacco 
mascot,  reported  seeing  him  on 
billboards  (see  section  VI.D.3.d.  of  this 
document). 

Cross-Country  and  International 
Studies — Studies  described  evidence 
that  regiilations  that  are  stringent  and 
comprehensive  will  have  a  greater 
impact  on  overall  tobacco  use  and 
young  people’s  use  than  weaker  or  less 
comprehensive  ones  (see  section 
VT.D.b.a.  of  this  document).  The  text- 
only  requirement,  while  not  as  stringent 
as  a  ban,  will  accomplish  its  purpose 
while  preserving  the  informational 
function  of  advertising. 

Finally,  the  regulation  is  narrowly 
tailored.  It  permits  adult  publications 
and  adult  locations  to  display 
advertising  with  images  and  colors.  The 
agency  has  attempted  to  define  these 
venues  with  as  much  precision  as 
possible  but  recognizes  that  there  may 
be  some  difficiilties  in  application.  It, 
therefore,  has  made  it  clear  that  it  will 
work  with  the  industry  to  try  to 
establish  as  clear  rules  as  possible.  In¬ 
store,  outdoor,  and  direct  mail 
advertising  do  not  lend  themselves  to 
such  tailoring.  Nonetheless,  the  agency 
is  confident  that  adults  seeking 
information  about  products  can  be 
adequately  inform^  at  time  of  purchase 
or  by  mail  order  catalogue  using  text- 
only. 

5.  Section  897.32(a) — ^Definition  of 
“Adult  Publication’’ 

The  preamble  to  the  1995  proposed 
rule  explained  that  the  agency  was 
interested  in  permitting  advertising  in 
publications  that  are  read  primarily  by 
adults  to  continue  to  use  imagery  and 
color.  For  that  reason,  imder  proposed 
§  897.32(a),  advertisements  in 
publications  with  primarily  adult 
readership  would  not  be  restricted  to  a 
text-only  format.  The  agency  proposed 
to  define  such  publications  as  those:  (1) 
Whose  readers  age  18  or  older  constitute 
85  percent  or  more  of  the  publication’s 
totd  readership,  or  (2)  that  are  read 


This  portion  of  the  definition  was  edited  in 
the  final  rule  to  make  the  two  provisions  parallel. 
Thus,  §897.32(a)(2)(i)  now  reads,  "whose  readers 
younger  than  18  years  of  age  constitute  15  percent 


by  fewer  than  2  million  people  imder 
the  age  of  18,  whichever  method 
ensures  the  fewest  young  readers.  The 
agency  defined  the  readership  of  a 
pubUcation  as  the  total  number  of 
people  that  read  any  given  copy  of  that 
publication  and  stated  in  the  preamble 
that  it  should  be  measured  according  to 
industry  standards  and,  at  a  minimum, 
by  asldng  a  nationally  projectable 
survey  of  people  what  publications  they 
read  or  looked  at  during  any  given  time. 
The  preamble  to  the  1995  proposed  rule 
noted  that  a  reader  is  one  who  said  that 
he  or  she  read  the  last  issue  of  a 
publication.  The  1995  proposed  rule 
provided  that  before  disseminating 
advertising  containing  images  and 
colors,  it  would  be  the  company’s 
obligation  to  establish  that  the 
publication  n^aets  the  criteria  for  a 
primarily  adult  readership. 

Numerous  comments  were  received 
by  the  agency  regarding  the  exception 
finm  the  text-only  requirement  for  adult 
publications  and  the  definition  of  an 
adult  publication.  Comments  firom  the 
newspaper,  magazine,  and  advertising 
industries  were  particularly  critical  of 
the  readership  thresholds  ^osen  for  the 
definition  of  an  adult  publication  and 
were  especially  concerned  about 
whether  there  would  be  any  reliable  and 
practical  way  to  determine  readership 
levels  for  most  publications.  Many 
comments  from  individuals  who 
supported  the  text-only  requirement 
saw  this  exception  as  a  possible 
loophole  for  the  tobacco  industry  to 
escape  the  text-only  restrictions. 

In  a  notice  published  in  the  Federal 
Register  of  March  20, 1996  (61  FR 
11349),  the  agency  reopened  the 
comment  period  to  place  on  the  public 
record  a  memorandum  that  provided 
further  explanation  of  the  agency’s 
proposal  to  exempt  publications  with 
primarily  adult  readership  finm  the  text- 
only  requirement.  The  dociunent 
provided  an  additional  30  days  to 
comment  on  this  new  information.  The 
memorandum  stated  that  the  agency  had 
selected  the  85  percent  per  2-million 
threshold  based  on  the  public 
perception  that  certain  magazines  are 
likely  to  be  of  interest  to  young  people 
vmder  the  age  of  18.  The  agency 
extrapolated  firom  the  readership 
percentages  for  those  publications  to  the 
proposed  threshold  levels.  Data 
supporting  this  line  had  been  placed  in 
the  administrative  record  for  the 
proposed  rule  (vol.  105,  document  1550) 
and  additional  readership  data  was 


or  less  of  the  total  readership  as  measured  by 
competent  and  reliable  survey  evidence.” 
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provided  during  the  comment  period. 
The  agency  noted  additionally  that  at 
some  point  the  number  of  underage 
readers  is  so  great  that  the  publication 
can  no  longer  be  considered  to  be  of  no 
interest  to  those  imder  18,  regardless  of 
the  percentage  of  the  reader^p.  The 
agency  selected  2,000,000  as  that 
level. 

(57)  Some  comments  objected  to  the 
proposed  readership  thresholds,  calling 
them  arbitrary  and  stating  that  FDA 
provided  no  basis,  no  rational 
justification,  and  no  evidence  for  them. 
One  tobacco  industry  comment  stated 
that  it  used  an  FTC  methodology  based 
on  readership  and  the  number  of  pages 
of  advertising  to  conclude  that 
magazines  with  greater  readership  by 
minors  tend  to  have  less  dgaiette 
advertising  than  other  publications. 

Some  comments  also  objected  to  the 
2  million  minor  readers  threshold 
because  it  would  subject  some  adult- 
oriented  magazines  to  the  tombstone 
format  even  though  their  percentage  of 
minor  readers  is  very  low.  One 
comment  cited  the  following  examples 
and  readership  figures:  People  Magazine 
(3,020,000  minors:  7.8  percent  of  ^ 
readers)  and  Better  Homes  and  Gardens 
(2,042,000  minors:  5.5  percent  of  all 
readers);  Time  (1,972,000  minors;  7.66 
percent  of  all  readers)  and  Newsweek 
(1,911,000  minors;  8.01  percent  of  all 
readers)  are  also  close  to  the  threshold. 

In  addition,  some  comments  suggested 
that  FDA’s  explanation  that  2,000,000  is 
a  large  number  is  not  adequate  basis  for 
regulation. 

Some  comments  stated  that  the 
proposed  thresholds  were  unfair  to  the 
up  to  85  percent,  or  more  in  some  cases, 
of  a  publication’s  readers  who  were 
adults.  "Such  a  regulation  is 
inconsistent  with  the  principle  that  the 
government  may  not  ’reduce  the  adult 
population  *  *  *  to  reading  only  what 
is  fit  for  children.’’’ 

In  contrast,  comments  supporting  the 
proposal  stated  that  jxist  bemuse  the  line 
(i.e.,  thresholds)  could  be  drawn 
differently  was  not  important  as  long  as 
FDA  can  rationally  explain  why  it  drew 
the  line  where  it  did.  One  comment 
suggested  that  FDA  should  require  the 
text-only  format  in  the  10  most  read 
magazines  by  young  people  in  addition 
to  the  present  proposal.  Some  comments 
recommended  requiring  the  text-only 
format  for  advertisements  in  all 
publications. 

One  comment  stated  that  no  tobacco 
advertising,  even  text-only,  should  be 


See  aection  XV.  of  this  document,  Analysis  of 
Impacts,  for  a  discussion  of  publications  that  would 
be  affected. 


allowed  whatsoever  in  publications 
with  youth  readership,  and  adult 
publications  should  have  text-only 
tobacco  advertisements.  This  comment 
also  said  that  the  agency  shovild  monitor 
this  exception  to  ensure  that  tobacco 
companies  don’t  increase  advertising  in 
national  adult  publications  that  are 
widely  read  by  the  entire  family 
including  children  and  adolescents  and 
to  be  wary  of  tobacco  companies 
creating  their  own  adult  publications 
saturated  with  tobacco  advertising. 

Other  comments  supporting  the 
proposal  stated  that  some  degree  of 
overinclusiveness  is  acceptable  and 
expected  because  of  the  difficulties  in 
fine-tuning  any  regulation.  Other 
comments  saw  any  exception  for  any 
publications  as  a  potential  loophole  that 
could  be  used  by  tobacco  companies  to 
continue  using  imagery  in  advertising. 
They  said  that  e}q)erience  in  other 
coimtries  with  tobacco  advertising 
restrictions  showed  that  “the  tob^o 
industry  used  all  of  its  creativity  to 
manipulate  the  system  to  take  advantage 
of  whatever  opportunities  were  still 
available  to  reach  their  target  audience, 
particularly  young,  impressionable 
individuals.’’ 

The  comments  received,  especially 
from  the  magazine  and  newspaper 
industries,  made  clear  that  both  defining 
an  adult  publication  and  determining 
whether  a  particular  publication  meets 
the  definition  are  difficult  issues. 
However,  while  these  comments  were 
helpful  in  pointing  out  the  difficulty  of 
defining  an  adult  publication,  they  did 
not  offer  any  realistic  alternative 
definition  in  terms  of  a  readership-by- 
minors  threshold.  Because  of  the 
concern  about  tobacco  use  by  children 
and  adolescents,  which  was  voiced  by 
virtually  all  comments  pro  or  con,  the 
agency  believes  it  has  sufficient 
evidence  to  justify  a  text-only 
requirement.  However,  the  agency’s 
concern  is  with  advertising  that  affects 
minors  and  with  tailoring  the 
restrictions  in  this  final  rule  to  burden 
as  little  speech  as  possible.  Therefore, 
FDA  concludes  that  an  exception  from 
the  text-only  requirement  for 
publications  that  are  read  primarily  by 
adults  is  still  reasonable  and  feasible. 

The  agency  has  decided  to  retain  the 
exception  for  adult  publications  and  to 
retain  the  readership  thresholds  in  this 
final  rule.  The  15  percent  young  readers 
threshold  is  reasonable  based  on 
readership  data  submitted  with 
comments.  The  15  percent  threshold 
would  require  text-only  advertising  in 
the  following  sports  and  racing 
magazines:  Sports  Illustrated  (18 


percent).  Car  and  Driver  (18.3  percent). 
Motor  Ti^d  (22.1),  and  Road  S’  Track 
(20.6  percent)  and  in  the  following 
gener^  circulation  magazines:  Rolling 
Stone  (18.5  percent).  Vogue  (18 
percent).  Mademoiselle  (19.7  percent), 
and  Glamour  (17.1  percent).  2'®  The 
agency’s  judgment  is  based  oh  common 
public  perception  that  these  are  the 
types  of  magazines  that  yoimg  people 
imder  the  age  of  18  will  find  of  interest 
and  read.  Thus,  based  on  public 
perceptions  and  inductively  given  the 
nature  of  the  magazines  involved,  FDA 
finds  a  15  percent  cut-off  to  be 
appropriate. 

The  2  million  nmnber  is  justified 
based  upon  the  agency’s  concern  for 
young  people.  The  agency  finds  that  at 
some  point,  the  niunber  of  underage 
readers  is  so  great  that  the  magazine  can 
no  longer  be  considered  to  not  be  of 
interest  to  children  and  adolescents 
rmder  18  years  of  age.  This  threshold 
would  require  text-only  advertising  in  a 
publication  like  People,  where  the 
percentage  of  readers  who  are  minors  is 
only  7.8  percent,  but  where  the  number 
of  readers  under  18  years  of  age  is 
3,020,000.  Publications  like  Time, 
Newsweek,  Family  Circle,  and  Popular 
Mechanics,  however,  would  not  be 
subject  to  the  text-only  format  \mder 
either  threshold;  based  on  how  these 
publications  are  affected,  FDA 
concludes  that,  on  balance,  the 
thresholds  are  reasonable.  The 
agency’s  concern  is  not  with  the 
“intended’’  audience  of  the  publication 
because  there  is  no  magic  ciirtain 
between  the  interests  of  young  adults 
and  adolescents.  The  agency’s  concern 
is  to  protect  children  fiom  ffie  api}eal  of 
advertising  that  they  cannot  avoid. 
Fifteen  percent  youth  readership  or  2 
million  young  readers  narrowly 
addresses  this  concern. 

The  agency  does  not  agree  with 
comments  that  the  rule  should  be  made 
more  restrictive  by,  for  example, 
allowing  only  text-only  advertising  in 
adult  publications  and  no  advertising  at 
all  in  other  publications.  The  text-only 
format  will  reduce  the  appeal  of  tobacco 
advertising  to  yoimg  people  while 
allowing  communication  of  important 
information  to  adults.  The  agency  will 
continue  to  monitor  the  effect  on  young 
people  of  text-only  advertising  as  well 
as  the  exception  created  for  adult 
publications  and  will  consider  taking 
any  additional  action  that  is 
appropriate. 

Barents  Group,  LLQ  citing  Publishers 
Information  Bureau  and  Mediamark  Research,  Inc., 
pp.  53-54. 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Rules  and  Regulations  44515 


Finally,  the  agency  finds  no  basis  to 
the  comments'  concern  that  the 
regulations  will  reduce  the  reading  level 
of  adults  to  those  of  children.  The 
agency  has  crafted  the  exception  for 
adult  publications  spedfic^y  to 
minimize  the  efiect  of  the  regiilations  on 
adults.  Moreover,  text-only,  or  the 
absence  of  color  and  imagery,  will  have 
significantly  less  impact  on  adults  than 
on  yoimg  people.  As  discrissed  more 
fully  in  die  introduction  to  this  section, 
adults  generally  have  more  capacity  to 
engage  in  high  involvement  search  than 
do  young  people.  Furthermore,  full 
information  will  be  available  to  them  in 
the  text  format.  The  First  Amendment 
demands  no  more. 

(58)  Several  comments  recognized 
that  n}A  made  the  March  20, 1996, 
Federal  Register  document  and  the 
associated  data  in  the  record  publicly 
available  to  meet  its  obligation  vmder 
the  APA  to  provide  interested  parties 
with  an  opportunity  to  comment 
meaningfully  on  the  proposed  rule. 
These  comments  stated,  however,  that 
one  of  the  memoranda,  dated  March  11, 
1996,  placed  on  the  public  record  by  the 
Feder^  Register  document  makes  clear 
that  FDA  had  readership  numbers  in 
mind  when  it  developed  the  proposal, 
but  that  the  agency  had  failed  to 
disclose  those  numbers  to  the  public. 
The  comments  said  that  these  numbers 
are  neither  reflected  in  the 
memorandum  added  to  the  record  in  the 
March  20. 1996,  Federal  Register 
document  nor  the  administrative  record 
that  FDA  has  made  publicly  available. 
The  comments  said  that  the 
memorandmn  in  question  refers  to 
readership  munbers  that  were  in 
comments  submitted  by  the  tobacco 
industry,  and  thus  these  numbers  could 
not  have  been  the  numbers  that  FDA 
considered  in  developing  its  proposal. 
The  comments  said  that  FDA’s  failmre  to 
disclose  this  information  rendered  the 
proceeding  arbitrary  and  capricious. 

These  comments  are  in  error.  FDA 
placed  the  information  that  it  relied 
upon  in  developing  the  tentative  15- 
percent  threshold  on  public  display  at 
approximately  the  time  that  it  pubUshed 
the  proposed  rule.  The  data  appear  at 
pages  95T030074-75  of  the 
administrative  record  (vol.  105,  munber 
1550).  (The  numbers  are  similar  but  not 
identical  to  those  supplied  by  the 
industry.)  As  one  coimnent  pointed  out, 
in  Connecticut  Light  and  Power  Co.  v. 
Nuclear  Reg  Com’n.,  673  F.2d  525,  530 
(D.C.  Qr.),  cert,  denied  459  U.S.  835 
(1982),  the  United  States  Court  of 
Appeals  for  the  District  of  Columbia 
Circuit  stated,  “In  order  to  allow  for 


useful  criticism,  it  is  especially 
important  for  the  agency  to  identify  and 
mtJce  available  technical  studies  and 
data  that  it  has  employed  in  reaching 
the  decisions  to  propose  particular 
rules.’’  The  agency  fully  complied  with 
this  expectation  by  including  the  data 
that  it  had  review^  in  the  material  that 
it  made  publicly  available, Thus,  the 
agency  finds  the  claims  in  the 
conunents  summarized  here  to  be 
without  any  basis  in  fact. 

(59)  Several  comments  asserted  that 
the  memorandum  added  to  the  record  in 
the  March  20, 1996,  Federal  Register 
document  did  not  provide  a  reasoned 
explanation  for  the  threshold  that  FDA 
had'proposed.  Several  comments  argued 
that  there  is  no  principle  in,  or 
discernible  from,  the  memorandum  that 
leads  to  the  choice  of  15  percent,  as 
opposed  to  49  percent,  as  the  ceiling  for 
the  percentage  of  rmderage  readers  a 
publication  could  have  and  still  be 
considered  primarily  adult.  One 
comment  said  that  FDA’s  reasoning  was 
circular.  Other  comments  said  that  FDA 
had  pointed  to  no  facts  in  the  March  20, 
1996,  Federal  Register  document  or  the 
attendant  memorandmn  that  supports 
its  judgment.  'These  comments  stated 
that  FDA  merely  applied  an  arbitrarily 
chosen  15  percent  figure  to  readership 
data  and  concluded  that  it  had  hit  the 
right  number.  Some  comments 
questioned  why  a  publication  with  84 
percent  adult  readership  was 
problematic,  while  a  publication  with 
86  percent  adult  readership  was  not.  Of 
all  the  comments  that  criticized  FDA’s 
proposed  threshold,  only  one  provided 
any  alternative.  This  coimnent  cited  the 
tobacco  industry’s  volimtary  Qgarette  * 
Advertising  and  Promotion  Code, 
Advertising  1(a),  which  prohibits 
advertising  in  publications  directed 
primarily  to  those  imder  21  years  of  age. 

In  contrast  to  the  foregoing  comments, 
which  were  from  the  to^cco  and 
advertising  industries,  a  comment  from 
a  coalition  of  groups  concerned  about 
smoking  and  health  stated  that  the 
agency’s  tentative  judgment  was 
unbiased,  reasonable,  and  narrowly 
tailored  to  meet  FDA’s  stated  goal  of 
limiting  the  specific  forms  of  advertising 
that  have  the  greatest  impact  on 
children  to  those  publications  that  do 
not  have  a  regular  heavy  readership  of 
children. 

FDA  has  carefully  reviewed  these 
comments.  Based  on  this  review,  FDA 
first  considered  whether  its  March  20, 
1996,  Federal  Register  document  and 
the  memorandum  added  to  the  record 
under  that  notice  had  adequately 


explained  the  basis  for  the  proposed 
threshold. 

The  legislative  history  of  the  APA 
states  that  agency  notice  must  be 
sufficient  to  fsirly  apprise  interested 
parties  of  the  issues  involved,  so  that 
they  may  present  responsive  data  or 
arguments  thereto  (S.  Doc.  248,  79th 
Cong.,  2d  sess.  200  (1946)).  The  notice 
must  disclose  in  detail  the  thinking  that 
has  animated  the  form  of  the  proposed 
rule  and  the  data  on  which  that  i^e  is 
based.  (See  Home  Box  Office,  Inc.  v. 

FCC,  5.67  F.2d  9  (D.C.  Or.  1977).)  In 
Connecticut  Light  6-  Power  v.  Nuclear 
Reg.  Com’n,  673  F.2d  at  530,  the  court 
held  that  a  notice  of  proposed 
rulemaking  should  provide  an  accurate 
picture  of  ffie  agency’s  reasoning,  so  that 
interested  persons  may  comment 
meaningfully  on  the  proposed  rule. 

The  March  20, 1996,  Federal  Register 
document  and  the  associated  data  in  the 
record  clearly  meet  this  standard.  As 
stated  in  this  section,  FDA  made  clear 
that  its  tentative  judgment  was  based  on 
a  review  of  available  data  (from  Simons 
Market  Research)  on  the  readership 
profiles  of  various  publications.  By 
dividing  the  publications  based  on 
whether,  in  the  FDA  employees’ 
experience,  the  publications  were 
publicly  perceived  as  being  of  interest  to 
minors  or  not  and  then  examining 
readership  information  on  each 
publication,  FDA  employees  found  that 
the  publications  that  were  viewed  as 
being  of  interest  to  young  people  had 
readerships  that  included  individuals 
under  the  age  of  18  at  a  level  of  IS 
percent  or  Ugher.  FDA  also  foimd  that 
the  information  on  additional 
publications  that  it  received  during  the 
comment  period  produced  results  that 
were  consistent  with  the  pattern  that 
emerged  from  its  initial  review. 

Thus,  FDA’s  reasoning  is  not  circular. 
FDA  based  the  threshold  on  its  tentative 
finding,  from  the  work  that  its 
employees  had  done,  that  the 
publications  viewed  as  of  interest  to 
young  people  had  readerships  that  were 
more  than  IS  percent  under  18. 
Significantly,  while  the  comments  of  the 
tobacco  and  advertising  industry 
disagreed  with  the  basis  for  the 
proposed  threshold  in  various  ways, 
none  presented  any  data  showing  that 
publications  with  a  youth  readership  of 
15  percent  or  more  are  not  viewed  by 
consumers  as  of  interest  to  yovmg 
people. 

It  is  important  to  keep  in  mind  that 
the  pmpose  of  the  threshold  is  to  ensure 


zisSee  memorandum  of  March  11, 1996,  added 
to  the  administrative  record  ii:  the  March  20, 1996, 

Federal  Register. 
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that  no  more  speech  than  necessary  is 
burdened  by  FDA’s  restriction  on 
advertising.  Given  that  FDA  wants  to 
ensure  that  its  restriction  is  as  narrowly 
tailored  as  possible,  in  response  to  the 
criticisms  in  the  comments.  FDA 
considered  whether  there  was  a  more 
appropriate  basis  on  which  to  craft  the 
restriction.  Unfortimately,  the 
comments  criticizing  the  proposal  were 
not  helpful.  The  only  suggested 
alternative  to  the  proposed  threshold 
that  they  put  forward  was  the  provision 
in  the  Code.  This  provision  is 
inadequate  on  its  face,  however,  because 
it  is  based  on  a  minimum  age  of  21, 
rather  than  18,  which  is  the  minimum 
provided  in  the  laws  of  all  the  States 
and  section  1926  of  the  PHS  Act. 
Moreover,  the  comment  that  suggested 
this  alternative  gave  no  indication  of 
how  the  age  group  to  which  a 
publication  is  primarily  directed  would 
be  determined. 

As  a  matter  of  common  sense,  FDA 
focused  on  the  percentage  of  readers 
under  the  age  of  18  in  the  general 
population  and  on  comparing  that 
percentage  to  the  percentage  of  readers 
imder  18  years  of  age  for  a  particular 
publication.  Certain  conclusions  can 
logically  be  drawn  on  the  basis  of  such 
a  comparison.  If  the  percentage  of  young 
readers  of  a  publication  is  greater  than 
the  percentage  of  young  people  in  the 
general  population,  the  publication  can 
be  viewed  as  having  particular  appeal  to 
young  readers.  A  publication  with  a 
youth  readership  percentage  that  is 
approximately  equal  to  the  percentage 
of  young  people  in  the  general 
population  can  be  viewed  as  one  of 
general  appeal,  including  appeal  to 
yoimg  readers.  A  publication  with  a 
lower  percentage  of  yoimg  readers  than 
in  the  general  population,  however, 
would  obviously  be  one  of  limited 
appeal  to  yoimg  people,  and  thus  one 
that  could  appropriately  be  considered 
of  interest  primarily  to  adults. 

Given  the  logic  of  this  approach,  FDA 
turned  to  the  U.S.  census.  What  the 
agency  found  is  that  young  people 
between  the  ages  of  5  and  17  constitute 
approximately  15  percent  of  the  U.S. 
population.  Since  this  percentage  is 
the  same  as  the  one  that  FDA  used  in 
developing  the  proposal,  this  approach 
fully  supports  the  approach  that  FDA 
proposed.  (Although  5  and  6  year  olds 
may  not  be  reading  magazines,  utilizing 
this  age  group  builds  in  a  margin  for 
error.)  It  ratifies  the  judgments  that  FDA 


>**U.S.  Bureau  of  the  Census,  Population  Paper 
Listing  21, 1994. 


employees  made  in  arriving  at  the 
proposed  threshold. 

Some  may  assert  that  it  is  mere 
coincidence  that  the  two  approaches 
produce  the  same  result.  FDA  disagrees. 
The  congruence  of  the  two  approa^es, 
the  FDA  employee  anecdotal  search  and 
the  use  of  the  census  data,  is  attributable 
to  the  basic  validity  of  the  premise 
underlying  FDA’s  initial  approach. 
Magazines  have  reputations  as  to  the 
au^ences  to  which  they  appeal,  and 
those  reputations  are  generally  earned 
based  on  the  nature  of  their  contents. 
’Thus,  contrary  to  the  assertions  in  some 
of  the  comments,  the  15  percent 
threshold  is  well-supported  and 
appropriate. 

As  for  the  question  as  to  why  a 
publication  with  84  percent  adult 
readership  would  be  problematic,  while 
a  publication  with  86  percent  adult 
readership  would  not,  the  agency  turns 
to  the  case  law  on  narrow  tailoring, 
which  is,  as  stated  in  section  VI.E.  of 
this  document,  what  this  exercise  is 
about.  In  Board  of  Trustees  of  State 
University  of  N.Y.  v.  Fox,  the  Supreme 
Court  stated: 

In  sum.  while  we  have  insisted  that  “the 
free  flow  of  commercial  information  is 
valuable  enough  to  justify  would-be 
regulators  the  costs  of  distinguishing  *  *  * 
the  harmless  from  the  harmful,’’  *  *  *  we 
have  not  gone  so  for  as  to  impose  upon  them 
the  burden  of  demonstrating  that  the 
distinguishment  is  100%  complete,  or  that 
the  manner  of  restriction  is  abrolutely  the 
least  severe  that  will  achieve  the  desired  end. 
What  our  decisions  require  is  a  "fit  between 
the  legislature’s  ends  and  the  means  to 
accomplish  those  ends,’’  *  *  *  — a  fit  that  is 
not  necessarily  perfect  but  reasonable  *  *  *. 
(492  U.S.  at  480  (citations  omitted)) 

FDA  has  done  its  best  to  distinguish 
publications  that  are  likely  to  be  read  by 
children  and  adolescents  from  those 
that  are  not.  FDA  finds  that,  if  its 
restriction  on  advertising  is  to  be 
meimingful,  it  must  be  based  on  a  line 
that  is  enforceable.  While  only  2 
percentage  points  separate  a  publication 
with  84  percent  adult  readership  from 
one  with  86  percent  (although  those  2 
percentage  points  can  mean  a  difference 
of  tens  of  thousands  of  youngsters),  the 
underrepresentation  of  underage  readers 
in  the  readership  of  the  latter 
publication  establishes  its  limited 
appeal  to  young  readers,  and  thus  that 
it  is  less  likely  to  be  read  by  them. 

For  the  foregoing  reasons,  FDA  is 
adopting  tho  15-percent  threshold. 

(60)  Conunents  from  an  association  of 
magazine  publishers  and  others 
expressed  a  munber  of  concerns  about 
the  adequacy  of  ciurent  data  for 
determining  whether  a  publication  met 


the  definition  of  an  adult  publication. 
Some  comments  said  that  current  data 
and  methodology  to  determine  youth 
readership,  while  adequate  for 
marketing  purposes,  are  totally 
inadequate  to  justify  their  use  as 
measuring  devices  for  the  imposition  of 
criminal  or  civil  liability  on  the  exercise 
of  First  Amendment  ri^ts.  'These 
comments  noted  that  the  vast  majority 
of  magazines  do  not  subscribe  to  either 
adult  or  youth  surveys.  Two  comments 
stated  that  only  about  2  percent  of  all 
magazines  participate  in  the  two  major 
adult  audience  surveys.  One  comment 
stated  that  participation  in  the  youth 
readership  surveys,  Simmons’s  STARS 
and  MediaMark  Research  Inc.’s  (MRI’s) 
TEENMARK,  is  even  more  limited,  just 
over  one-half  of  one  percent  of  all 
magazines. 

Gtoe  comment  noted  that  to  comply 
with  the  1995  proposed  rule, 
publications  must  identify  readers  of  all 
ages  but  that  current  audience 
measurement  systems  do  not  provide 
this  comprehensive  coverage  especially 
for  readers  younger  than  12  years  of  age. 
Another  comment  noted  that  since  the 
survey  organizations  do  not  survey 
individu^s  on  college  campuses,  in  the 
armed  services,  or  in  institutional 
settings,  adult  readership  would  be 
underestimated.  Several  comments 
noted  the  difficulty  in  determining 
readership  data  for  any  one  issue  of  a 
magazine.  Another  comment  noted  that 
multi-issue  advertisements  would  be  a 
problem  for  publications  right  around 
the  threshold  if  the  publication  crosses 
back  and  forth. 

Several  comments  noted  that  the 
survey  organizations  would  have  to 
make  substantial  methodological 
changes  to  the  surveys  to  meet  the  1995 
proposed  rule’s  standard.  One  comment 
said  that  some  problems  would  include 
adding  magazines  to  the  surveys,  and 
dealing  with  unreliable  results.  Another 
comment  asked  who  would  decide  the 
research  design  for  the  surveys  since 
different  research  methodologies  could 
be  comp>etent  and  reliable  yet  result  in 
different  conclusions.  Another  comment 
said  that  it  could  be  prohibitively 
expensive  to  increase  audience  samples 
to  create  a  legally  enforceable  standard, 
and  that  changes  to  audience 
measurement  procedures  could 
undermine  the  usefulness  of  the  surveys 
for  their  designed  marketing 
information  purpose. 

One  supporting  comment  from  an 
association  of  addiction  specialists 
stated  that  “the  agency  should  require 
the  industry  to  monitor  with  surveys  of 
ad  recall  (correlated  with  tobacco  use 
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and  intention  to  use  patterns)  among  the 
population  under  age  18  years  to  help 
the  agency  imderstand  the  extent  to  , 
which  image-based  messages  continue 
to  jeach  the  young.” 

One  comment  pointed  out  that  it 
would  be  virtually  impossible  to 
determine  a  legally  enforceable  standard 
for  the  15  percent  youth  readership 
threshold  since  there  is  substantial 
variation  in  audience  estimates  between 
siuvey  organizations  and  over  time. 
Sever^  comments  noted  that  FDA’s 
definition  of  a  reader  is  not  consistent 
with  the  definition  used  by  Simmons 
and  MRI. 

Some  comments  suggested  that  a 
more  realistic  measure  of  who  reads  a 
publication  would  be  who  subscribes  to 
it.  Other  comments  opposed  this 
alternative  stating  that  the  key  criteria 
should  be  regular  readership,  not  paid 
subscribers.  One  comment  said  that 
“[t]his  alteration  of  the  proposed 
exemption  would  destroy  the  intent  and 
purpose  of  the  advertising  limitation.” 

Several  comments  said  that  the 
proposal  would  violate  due  process  by 
punishing  publishers  or  advertisers  who 
are  unable  to  determine  whether  their 
conduct  violates  the  law  because  the 
survey  data  are  not  sufficiently 
comprehensive  and  reliable.  Several 
comments,  including  one  from  an 
association  of  newspaper  publishers, 
expressed  concern  about  who  would 
determine  readership.  One  comment 
asked  whether  a  newspaper  would  be 
subject  to  criminal  liability  based  on 
readership  data  it  supplies,  and  whether 
the  responsibility  for  ascertaining 
whether  a  publication  qualifies  as  an, 
adult  publication  would  be  on  those 
running  the  advertisements. 

The  agency  recognizes  the  limitations 
of  current  readership  data  and  the 
difficulties  of  using  current  readership 
surveys  to  meet  the  requirements  of  this 
rule.  However,  the  agency  concludes 
that  the  exception  from  the  text-only 
format  for  adult  publications  is  feasible 
as  well  as  reasonable.  First  of  all,  the 
burden  of  proof  for  determining  youth 
readership  is  placed  by  the  rule  on  the 
tobacco  company  doing  the  advertising, 
not  on  the  publication  or  the  advertising 
agency.  Under  §  897.32(a)(2),  the 
tobacco  company  will  need  to  be  able  to 
demonstrate  that  a  publication  in  which 
it  is  running  an  advertisement  with 
images  and  colors  meets  the  definition 
of  an  adult  publication.  Therefore,  only 
the  tobacco  company  will  be  subject  to 
any  penalties  for  improperly  placing 
advertisements,  even  if  it  used  data 
provided  by  the  publication  as  part  of 
its  determination. 


Second,  either  of  the  two 
methodologies  can  be  used  to  measure  ' 
readership.  In  addition,  the  agency  has 
modified  §  897.32(a)(1)  and  (a)(2)  to 
make  clear  that  any  other  competent 
and  reliable  private  sector  survey 
evidence  may  be  used.  A  tobacco 
company  may  use  one  of  the  two  major 
customary  and  reasonable  readership 
surveys  (such  as  MRI  and  Simmons). 

The  agency  does  not  believe  that  there 
is  only  one  acceptable  methodology. 

The  agency  is  willing  to  accept  the 
standard  methodology  currently  used  by 
MRI  and  Simmons  as  evidence. 
Moreover,  the  agency  is  willing  to  use 
the  age  range  of  12  to  17,  whic^  appears 
to  be  the  current  standard  for  defining 
youth,  in  determining  youth  readership. 

If  a  particular  publication  is  not 
currently  covered  by  one  of  the  major 
surveys,  it  is  the  tol^cco  company’s 
responsibility  to  develop  the  readership 
data  necessary  to  justify  a  decision  to 
advertise  in  t^t  publication.  The 
company  could  request  a  survey  by  one 
of  the  major  survey  firms,  or  it  coidd 
develop  an  acceptable  alternative.  In 
either  case,  the  agency  will  be  available 
to  work  with  the  company.  The 
company  will  always  have  the 
alternative  to  advertise  in  any 
publication  in  the  text-only  format. 

The  agency  also  acknowledges  the 
difficulty  in  determining  the  youth 
readership  for  any  particular  issue  of  a 
publication.  Thus,  data  from  a  survey 
for  the  most  recent  issues  of  a 
publication  can  serve  as  proof  of 
readership  for  comparable  upcoming 
issues  unless  a  particular  upcoming 
issue  is  being  targeted  at  younger 
readers.  The  survey  schedule  used  by 
the  major  siuvey  organizations  would  be 
acceptable  to  the  agency.  A  tobacco 
company  could  utilize  a  more  frequent 
survey  schedule  if  it  believed  the 
readership  had  changed  in  its  favor.  A 
rolling  average  of  a  certain  number  of 
issues  covild  be  used,  for  example,  to 
determine  youth  readership,  llie 
problem  of  multi-issue  contracts  for 
advertising  could  be  solved  by  a  survey 
for  a  comparable  period  of  time  (e.g., 
winter  months)  preceding  the  contract. 

The  agency  is  willing  to  accept  the 
definitions  of  a  reader  that  are 
customarily  used  by  the  major  survey 
organizations.  The  agency  does  not 
agree  that  using  subscribers  to  a 
publication  in  lieu  of  readers  is  a  better 
measure.  Many  children  who  read  a 
publication  will  not  be  listed  as 
subscribers  (for  example.  Sports 
Illustrated  has  a  youth  readership  of  18 
to  20  percent  but  a  youth  subscriber  rate 


of  only  6.5  or  7  percent).  Also,  adults 

are  more  likely  to  subscribe  for  their 
families,  thereby  creating  an 
vmderestimation  of  youth  exposure. 

(61)  Several  comments  assumed  that 
the  purpose  of  the  March  20, 1996, 
Federal  Register  document  was  to 
justify  the  restriction  on  advertising 
format  that  the  agency  had  proposed  for 
other  than  adult-oriented  publications. 
These  comments  argued  that  explaining 
how  the  agency  arrived  at  the  15  percent 
and  2  million  readership  thresholds 
does  not  approach  the  foctual 
justification  necessary  to  restrict  First 
Amendment  freedoms. 

Other  comments  asserted  that  FDA’s 
assumption  that  certain  magazines  were 
of  interest  to  those  tmder  18,  as  the 
starting  point  in  arriving  at  the  15 
percent  threshold,  shows  that  the  limits 
were  content  based.  These  comments 
argued  that  basing  restrictions  on 
content  violated  ffie  First  Amendment. 

The  comments  misunderstood  FDA’s 
purpose  in  proposing,  and  in  adopting, 
the  15  percent  and  2  million  under  18 
readership  thresholds  and  of  the 
memoranda  added  to  the  public  record 
in  the  March  20, 1996,  Federal  Register 
document  that  indicated  how  the 
agency  tentatively  arrived  at  those 
thresholds.  As  discussed  in  section 
VI.D.  of  this  document,  the  evidence  in 
this  proceeding  establishes  the  effect  of 
cigarette  and  smokeless  tobacco 
advertising  on  those  imder  18  years  of 
age.  This  evidence  fully  justifies  FDA’s 
decision  to  restrict  the  advertising  for 
these  products. 

However,  in  imposing  such  a 
restriction  on  commercial  speech,  FDA 
has  an  obligation  to  ensure  that  the 
restriction  is  no  more  broad  than 
necessary  to  serve  the  agency’s 
substantial  interests  [Board  of  Trustees 
of  State  University  of  N.Y.  v  Fox,  492 
U.S.  at  476).  The  piirpose  of  the 
memorandvun  was  to  docmnent  FDA’s 
efforts  to  tailor  the  restriction  to  ensure 
that  it  did  not  restrict  advertising  in 
those  publications  that  were  not  likely 
to  be  read  by  children  or  adolescents 
and  thus  were  not  likely  to  have  an 
effect  on  the  group  that  FDA  is  trying  to 
protect.  Consequently,  contrary  to  the 
claims  of  the  fimt  group  of  comments, 
the  agency’s  goal  in  the  memorandiun 
was  not  to  justify  a  restriction  on  First 
Amendment  freedoms  but  to  explain 
how  it  sought  to  ensure,  and  why  its 
tentative  decision  was  that,  the  Umits  it 
proposed  to  place  on  the  coverage  of  the 


Interview  on  “The  News  Hour  With  Jim 
Lehrer,”  Public  Broadcasting  Systems,  May  16, 
1996. 
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restriction  are  reasonable  (see  Id.  at 
480). 

On  the  other  hand,  other  conunents 
that  opposed  FDA’s  proposed  restriction 
on  format  said  that  the  threshold  would 
have  different  impacts  on  similar 
publications.  One  comment  provided 
the  following  examples  of  publications 
that  would  1^  considered  “youth 
oriented”  or  primarily  adult  under  the 
15  percent  threshold  (the  comment 
argued  that  the  effects  of  the  2  million 
readership  threshold  were  not  relevant 
to  the  rationality  of  the  15  percent 
threshold): 


Table  1b. — Examples  of  Publications 


Youth  Oriented  Pubii- 
caticHis 

Primarily  Adult  Ori¬ 
ented  Publications 

Popular  Science . 

So^  Opera  Weekly 

Outdoor  Life  . 

Cable  Guide  . 

Mademoiselle  . 

Popular  Mechanics 
Soap  Opera  Digest 
Field  arid  Stream 

TV  Guide 
Cosmopolitan 

The  positions  taken  by  these 
comments  makes  clear  diat  the 
thresholds  were  not  content  based.  If  the 

thresholds  were  content  based,  then 
publications  that  have  similar  content 
would  be  subject  to  the  same  restriction. 
They  are  not.  The  reason  they  are  not  is 
that  FDA’s  goal  in  arriving  at  the 
thresholds  was  to  ensme  that  cigeirette 
and  smokeless  tobacco  advertisements 
that  are  likely  to  be  seen  by  children 
and  adolescents  are  the  kinds  of 
advertisements  that  are  likely  to  appeal 
to  them.  The  agency’s  only  way  of 
judging  the  likelihood  that  an 
advertisement  that  appears  in  a 
publication  will  be  seen  by  those  under 
the  age  of  18  is  by  considering  the 
readership  profile  of  that  publication. 
Thus,  the  agency  has  tailored  the 
threshold  to  either  reflect  the  percentage 
of  readership  that  are  under  18  years  of 
age  or  to  ensure  that  publications  with 
an  extensive  youth  readership  are 
covered. 

The  comments  that  complained  about 
the  differing  impact  of  FDA’s  threshold 
on  similar  publications,  given  the 
purpose  of  the  threshold,  serve  to 
underline  its  significance.  The 
information  submitted  by  the  comments 
shows  that  there  are  significant 
differences  in  the  readership  of  similar 
publications  and  thus  in  the  likelihood 
that  the  material  contained  in  these 
publications  will  be  seen  by  young 
people.  The  treatment  of  publications 
under  the  agency’s  restriction  reflects 
the  latter  fact,  not  the  former. 

Popular  Science  magazine  has  a 
readership  that  is  6  percent  more 


youthful  than  Popular  Mechanics;  Soap 
Opera  Weekly  has  a  3  percent  more 
youthful  readership  than  Soap  Opera 
Digest,  and  there  is  a  9  percent  bigger 
youth  audience  for  Outdoor  Life  than  for 
Field  and  Stream.  'These  differences  are 
not  minor  or  meaningless  and 
demonstrate  that,  although  the  15 
percent  threshold  is  not  perfect,  it  will 
serve,  as  it  was  designed  to,  protect 
those  imder  18.  TV  Guide  and 
Cosmopolitan  are  not  excluded 
although,  as  mass  distribution 
magazines  the  percentage  of  young 
readers  is  less  ^an  15  percent,  because 
they  attract  over  2  million  young 
readers-ra  number  of  young  people  too 
large  to  ignore. 

(62)  Many  conunents,  especially  from 
the  magazine  and  newspaper  industries, 
expressed  concerns  about  the  impact  of 
this  proposal  on  their  way  of  doing 
business.  One  comment  stated  that  the 
proposed  text-only  format  would 
provide  financial  disincentives  for 
magazines  and  newspapers  to  attract 
yovmg  readers,  especially  if  the 
publication  were  near  the  borderline  of 
being  required  to  use  the  text-only 
format.  'This  conunent  suggested  that  the 
provision  would  affect  editorial  and 
content  decisions  regarding  young 
readers. 

Some  comments  noted  that 
newspapers  have  been  struggling  to 
attract  yoimg  readers  raised  on 
television,  but  that  success  in  doing  this 
might  cause  the  loss  of  significant 
tol^cco  advertising  revenue.  One 
newspaper  industry  association 
conunent  stated  that  the  rule  would 
discourage  newspaper  programs 
promoting  youth  reading  and  literacy. 
Some  conunents  stated  that  the  loss  of 
advertising  revenue  coiild  cause 
publications  to  decrease  content  and 
increase  prices.  Some  comments 
thought  the  result  of  these  effects  of  the 
rule  would  be  losses  in  jobs  in  the 
newspaper  and  magazine  industries. 

The  agency  is  not  sure  what  impact 
the  exception  for  adult  publications  will 
have  on  incentives  for  magazines  emd 
newspapers  to  attract  young  readers,  on 
editorial  content,  and  on  youth  literacy 
programs.  The  conunents  that  raised 
these  issues  mostly  speculated  about 
these  effects  md  (fid  not  provide  any 
data  as  to  how  many  of  the  thousands 
of  newspapers  and  magazines  in  the 
United  States  carry  tobacco  advertising, 
or  on  what  portion  of  their  total 
advertising  revenue  comes  from  tobacco 
companies.  Many  business  factors  affect 


Barents  Group,  LLC,  citing  Publishing 
Information  Bureau  and  Mediamark  Research,  Inc., 
pp.  53-54. 


a  publication’s  decisions  regarding  its 
target  audience  and  eifitoritd  content, 
and  these  are  likely  to  change  for  a 
variety  of  reasons.  Those  publications 
affected  by  this  regulation  will  have  to 
adjust  just  as  they  would  if  a  major 
advertiser  reduced  its  advertising. 

Under  the  rule,  all  publications  could 
still  accept  text-only  advertising.  The 
cigarette  and  smokeless  tobacco 
industries  are  capable  of  designing  their 
advertising  to  be  attractive  to  adult 
readers  (see  section  VI.E.4.  of  this 
document).  'Thus,  it  seems  as  likely  that 
the  effects  of  the  rule  in  these  areas  will 
be  minimal  and  will  be  far  outweighed 
by  the  overall  benefits  of  reducing  youth 
smoking.  *1110  effect  of  the  rule  on  prices 
and  jobs  in  the  magazine  and  newspaper 
industries  is  addressed  in  the  section  on 
the  economic  impact  of  the  rule. 

(63)  Several  comments  argued  that 
FDA’s  restrictions  on  the  format  of 
advertising,  and  the  standard  that  it 
proposed  for  decncfing  whether  a 
publication  has  a  predominantly  adult 
readership,  interfere  with  the  rights  of 
newspapers  and  magazines  to  decnde 
what  to  print.  One  comment  said  that 
some  publications  will  not  want  to  give 
up  revenue  from  tobacco  advertising, 
'llierefore,  the  comment  continued, 
these  publications  will  base  decisions 
about  editorial  content  on  how 
appealing  a  particular  story  would  be  to 
readers  ^under  the  age  of  18.  Because  of 
the  impact  of  the  restrictions  on 
editorial  content,  the  comment 
concluded,  they  should  be  subject  to 
strict  scrutiny  rather  than  the  more 
limited  scrutiny  given  to  commercial 
speecdi. 

FDA  finds  no  merit  to  this  argument. 

A  similar  argument  was  made  in 
Pittsburgh  Press  Co.  v.  Pittsburgh  Com’n 
on  Human  Relations,  413  U.S.  376 
(1973).  The  newspaper  company  in  that 
case,  which  involved  a  First 
Amendment  challenge  to  a  mmiicipal 
or(finance  that  prohibited  a  newspaper 
fi-om  carrying  gender-designated 
advertising  for  nonexempt  job 
opportunities,  argued  that  the  focus  of 
the  case  must  be  on  the  exercise  of 
editorial  judgment  by  the  newspaper 
rather  than  on  the  commercial  nature  of 
the  ads  in  question. 

The  Supreme  Court  rejected  this 
argument.  The  Court  said  that  imder 
some  circumstances,  at  least,  a 
newspaper’s  ecfitorial  judgments  in 
connection  with  an  advertisement  take 
on  the  character  of  the  advertisement.  In 
those  cases,  "[tjhe  scope  of  the 
newspaper’s  First  Amendment 
protection  may  be  affected  by  the 
content  of  the  advertisement” 
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[Pittsburgh  Press  Co.,  413  U.S.  at  386). 
The  Court  said  that,  at  least  imder  some 
circumstances,  a  commercial 
advertisement  remains  commercial  in 
the  hands  of  the  media  [Id.  at  387).  The 
Court  found  that  nothing  about  the 
decision  to  accept  a  commercial 
advertisement  for  placement  in  a 
gender-designated  column  lifts  the 
newspaper’s  actions  from  the  category 
of  commercial  speech.  The  Court  said 
that  the  ad  was  in  practical  efrect  a 
commercial  statement  [Id.  at  387-88;  see 
also  United  States  v.  Hunter,  459  F.2d 
205,  212  (4th  Or.  1972)  (“But  it  has 
been  held  that  a  newspaper  will  not  be 
insulated  from  the  otherwise  valid 
regulation  of  economic  activity  merely 
because  it  also  engages  in 
constitutionally  protected  dissemination 
of  ideas”)). 

Here,  the  question  that  is  raised  is 
whether  or  not  a  publication  will  decide 
to  put  itself  in  a  position  of  being  able 
to  accept  an  advertisement  that  is 
particularly  appealing  to  individuals 
imder  18  years  of  age  or  not.  Nothing 
about  this  judgment  distinguishes  it 
from  the  commercial  speech  itself. 
Because  nothing  about  FDA’s 
restrictions  would  prevent  the 
publication  from  carrying  a  cigarette  or 
smokeless  tobacco  advertisement  no 
matter  what  judgment  the  publication 
makes,  essentially  the  editorial 
judgment  comes  down  to  the  question  of 
what  will  be  the  format  of  the 
advertisement  that  it  will  carry.  This 
judgment  clearly  comes  within  the 
category  of  commercial  speech,  and 
FDA  has  fully  justified  its  regulation  of 
commercial  speech  imder  the  Central 
Hudson  test. 

6.  Advertising — §  897.32  Requirements 
for  Disclosure  of  Important  Information 

a.  Established  name  and  intended 
use — §  897.32(c).  Proposed  §  897.32(b) 
(now  renumbered  as  §  897.32(c)) 
provided  that  each  manufacturer, 
distributor,  and  retailer  (of  tobacco  and 
smokeless  tobacco)  advertising  or 
causing  to  be  advertised,  disseminating 
or  causing  to  be  disseminated,- 
advertising,  but  not  labeling,  permitted 
imder  §  897.30(a),  shall  include,  as 
provided  in  section  502(r)  of  the  act,  the 
product’s  established  name  and  a 
statement  of  its  intended  use  as  follows: 
“Tobacco — A  Nicotine  Delivery 
Device,”  “Cigarette  Tobacco — ^A 
Nicotine-Delivery  Device,”  or  “Loose 
Leaf  Chewing  Tobacco,”  “Plug  Chewing 
Tobacco,”  “Twist  Chewing  Tobacco,” 
“Moist  Snuff’  or  “Dry  Snuff,” 
whichever  is  appropriate  for  the 


product,  followed  by  the  words  “A 
Nicotine-Delivery  Device.” 

The  preamble  to  the  1995  proposed 
rule  explained  that  section  502(r)(l)  of 
the  act  requires,  for  any  restricted 
device,  that  edl  advertising  or  other 
descriptive  printed  material  contain  a 
true  statement  of  the  device’s 
established  name.  Under  section 
502(r)(2)  of  the  act,  a  restricted  device 
is  misbranded  unless  all  advertising 
contains  “a  brief  statement  of  the 
intended  uses  of  the  device.”  The 
agency  explained  in  the  preamble  to  the 
1995  proposed  rule  that  it  is  necessary 
to  reqviire  that  the  product’s  established 
name  and  intended  uses  be  placed  on 
all  advertising,  imder  section  520(e)  of 
the  act,  as  a  measure  that  affirmatively 
identifies  the  producte  to  persons 
reading  the  advertising  (the  other  brief 
statement  requirements  imder  section 
502(r)(2)  of  the  act  are  discussed  in 
section  rV.E.6.b.  of  this  document). 

The  agency  did  not  receive  any 
comments  on  the  “established  name” 
provision  and  has  thus  codified  the 
provision  in  the  final  rule  as  §  897.32(c). 
'The  agency  has  modified  the  “intended 
use”  provision  in  this  final  rule  to 
require  that  cigarette  and  smokeless 
tobacco  advertising  contain  the 
statement  “A  Nicotine-Delivery  Device 
for  Persons  18  or  Older.”  For  clarity,  the 
agency  has  referenced  subpart  D 
generally  rather  than  §  897.30(a) 
specifically.  As  stated  in  the  1995 
proposed  rule,  the  established  name 
requirement  applies  to  both  tobacco  and 
smokeless  tobacco. 

(64)  Several  comments  opposed  the 
proposed  “intended  use”  provision. 

One  tobacco  industry  comment  stated 
that  FDA’s  proposal  is  not  authorized 
under  section  502(r)  of  the  act  because: 
(1)  The  “intended  use”  of  tobacco 
products  is  for  smoking  taste  and 
pleasure,  not  a  “nicotine  delivery 
device;”  (2)  the  “intended  use” 
provision  of  the  act  does  not  require  that 
manufacturers  list  all  information 
related  to  all  purposes  for  which  a  drug 
is  intended;  and  (3)  FDA  is  not  free  to 
prescribe  an  “intended  use”  of  its  own 
invention.  The  comment  also  argued 
that  FDA’s  statement,  which 
communicates  only  that  a  cigarette 
yields  nicotine,  is  not  a  statement  of 
“intended  use”  and  is  of  no  value  to 
consumers  who  obtain  more  complete 
nicotine  information  that  cigarette 
manufacturers  already  provide  in 
advertising. 

The  agency  disagrees  with  the 
comments  stating  that  it  is  not  fr«e  to 
prescribe  an  intended  use.  As  discussed 
in  this  section,  the  agency  is  required  by 


section  502(r)(2)  of  the  act  to  require  a 
brief  statement  of  intended  use  for  all 
restricted  devices. 

Additionally,  it  is  ivithin  FDA’s 
primary  jurisdiction  and  expertise  to 
determine  a  device’s  intended  use.  FDA 
has  decades  of  experience  evaluating 
the  intended  uses  of  FDA-regulated 
products,  including  restrict^  devices, 
prescription  and  over-the-counter  drugs, 
biological  products,  and  dietary 
supplements  through  its  review  and 
approval  process  for  those  products. 

As  described  in  the  1996 
Jurisdictional  Determination  aimexed 
hereto,  the  available  evidence 
demonstrates  that  manufacturers  intend 
to  affect  the  structure  and  function  of 
the  body  by  delivering 
pharmacologically  active  doses  of 
nicotine  to  ffie  consumer.  Although  the 
agency  proposed  that  the  intended  use 
include  the  language  “Nicotine  Delivery 
Device,”  the  agency  has  determined, 
based  on  the  comments  received,  that  a 
more  accurate  statement  of  the  intended 
use  would  provide  more  value  to 
consumers.  Because  cigarettes  and 
smokeless  tobacco  products  can  legally 
be  sold  only  to  those  persons  18  years 
of  age  and  older,  the  agency  believes  the 
intended  use  statement  should  reflect 
the  target  population  for  which  the 
product  is  intended.  Often,  the  intended 
use  statement  for  a  drug  or  device 
includes  the  patient  population  by 
whom  the  product  may  be  used. 
Accordingly,  the  intended  use  statement 
has  been  revised  to  require  the 
following  language  on  all 
advertisements  for  cigarette  and 
smokeless  tobacco:  “A  Nicotine- 
Delivery  Device  For  Persons  18  or 
Older.” 

b.  Section  897.32(d)  Brief  statement. 
Proposed  §  897.32(c)  and  (d)  would 
have  required  that  each  manufacturer, 
distributor,  and  retailer  of  cigarettes 
include  in  all  advertising,  but  not 
labeling,  a  brief  statement,  printed  in 
black  text  on  a  white  background  that 
was  readable,  clear,  conspicuous, 
prominent,  and  contiguous  to  the 
Surgeon  General’s  warning.  Because  the 
Smokeless  Act  preempts  other 
statements  about  tobacco  use  and  health 
in  advertising,  the  1995  proposed  rule 
stated  that  the  provision  only  applied  to 
cigarettes  (and  not  smokeless  tobacco). 
The  1995  proposed  rule  provided  one 
brief  statement  as  an  example  (“ABOUT 
1  OUT  OF  3  KIDS  WHO  BECOME 
SMOKERS  WILL  DIE  FROM  THEIR 
SMOKING”)  (60  FR  41314  at  41338). 
The  agency  requested  comment  on  what 
other  information  should  be  included  in 
the  brief  statements  concerning  relevant 
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warnings,  precautions,  side  effects,  and 
contraindications  and  on  how  best  to 
ensxure  that  the  statement  will  be  clear, 
conspicuous,  and  prominently 
displayed.  The  agency  also  requested 
comment  on  whether  it  should  require 
a  listing  of  the  component  parts  or 
ingredients  of  these  restricted  devices. 

The  preamble  to  the  1995  proposed 
rule  explained  that  the  agency  was 
proposing  to  reqviire  this  brief  statement 
under  section  502(r)(2)  of  the  act.  The 
preamble  stated  that  the  act  specifically 
excludes  labeling  fiom  the  requirements 
in  section  502(r)  of  the  act.  The  1995 
proposed  rule  stated  that  the  agency 
would  specify  the  design,  content,  and 
format  of  the  brief  statements,  in  part 
based  on  focus  groups  with  young 
people,  to  ensure  that  the  information 
would  be  communicated  effectively  to 
young  people. 

The  agency  received  numerous 
comments  on  this  brief  statement,  and 
about  half  of  the  comments  supported 
the  provision  and  half  opposed  it.  Most 
of  the  comments  that  supported  the 
brief  statement  requirement 
recommended  other  information  to  be 
included  in  the  brief  statement,  and 
offered  suggestions  on  how  best  to 
ensure  that  the  statement  will  be  clear, 
conspicuous,  and  prominently 
displayed. 

During  the  comment  period,  FDA 
performed  extensive  focus  group  testing 
on  the  brief  statement  to  evaluate  the 
content  and  various  formats  for  the  brief 
statement  to  determine  if  the 
information  would  be  communicated 
effectively  to  young  people.  Those 
results  were  placed  on  the  public  record 
and  made  available  for  comment,  1 
month  prior  to  the  close  of  the  comment 
period.  FDA  received  a  few  comments 
on  the  focus  group  results  from  the 
tobacco  industry  and  concerned 
individuals. 

The  final  rule  does  not  specify  a 
particular  statement  to  be  placed  in  all 
cigarette  advertisements,  as  proposed  in 
§  897.32(c),  nor  does  it  require  ^e  brief 
statement  to  be  t€irgeted  to  young 
people.  Rather,  the  agency  has 
concluded  that  the  current  Singeon 
General’s  warnings  conteun  important 
health  information,  concerning  the  risks 
related  to  the  use  of  cigarettes,  of  the 
sort  required  under  section  502(r)  of  the 
act  and,  consequently,  has  decided  not 
to  require  a  specific,  different  statement. 
Specifically,  the  Surgeon  General’s 
warnings  currently  required  to  be 
includ^  in  cigarette  advertisements 
and  on  cigarette  packages  contain  the 
following  information:  Cigarettes  cause 
limg  cancer,  heart  disease  and 


emphysema,  may  complicate 
pregnancies,  and  contain  carbon 
monoxide;  smoking  by  pregnant  women 
may  result  in  fetal  injvuy,  premature 
bir^  and  low  birth  wei^t;  and  quitting 
reduces  serious  risks. 

The  agency  has  also  considered  the 
fact  that  there  is  a  heightened  public 
awareness  by  adults  of  the  addictiveness 
of  cigarettes,  as  well  as  the  serious 
heal&  effects  that  can  result  firom  their 
use.  Much  of  this  awareness  stems  fiom: 
(1)  The  publicity  of  the  numerous 
Surgeon  General’s  reports  that  have 
issued  in  the  last  few  decades,  (2)  the 
campaigns  supported  by  health  groups 
and  State  and  local  governments,  as 
well  as  (3)  the  attention  generated  by  the 
agency’s  investigation  of  these  products. 

Under  the  current  circiunstances,  the 
agency  has  determined  that  the  current 
Surgeon  General’s  warnings,  which 
must  be  in  virtually  all  advertisements, 
contain  the  type  of  important  health 
information  required  under  section 
502(r)  of  the  act.  Accordingly,  the 
agency  has  determined  that 
advertisements  that  contain  the  current 
Surgeon  General’s  warnings  meet 
section  502(r)  of  the  act. 

Finally,  because  the  agency  has 
determined  that  the  Surgeon  General’s 
warnings  are  adequate,  and  those 
warnings  must  be  displayed  in  a  format 
prescribed  by  law,  there  is  no  longer  any 
need  for  proposed  §  897.32(d),  wUch 
required  that  the  brief  statement  be 
readable,  clear,  conspicuous,  prominent, 
and  contiguous  to  the  Surgeon  General’s 
warning. 

(65)  One  comment  argued  that  the 
proposed  warning  requirement  for 
tobacco  is  not  a  warning,  nor  is  it  part 
of  a  brief  statement,  as  ^ose  terms  are 
used  in  section  502(r)  of  the  act.  The 
comment  stated  that  because  FDA 
proposes  to  allow  tobacco  to  be 
marketed  as  devices  subject  only  to 
general  controls,  one  of  which  is  the 
brief  statement  provision,  then  the 
“brief  statement’’  must  be  capable  of 
providing,  with  other  general  controls, 
“reasonable  assurance  of  the  safety  and 
effectiveness’’  of  tobacco  under  the  act. 
'The  comment  argued  that  because  FDA 
regards  tobacco  as  having  “dangerous 
health  consequences’’  (60  FR  41314  at 
41349),  and  does  not  believe  that 
tobacco  can  be  “safe  and  effective’’  for 
anyone,  then  FDA’s  proposed  “brief 
statement’’  provision  is  not  within  the 
scope  of  the  act.  The  comment  stated 
that  the  only  warning  that  is  consistent 
with  FDA’s  view  would  be  one  that 
warned  against  anyone  using  the  device 
at  all. 


The  comment  miscomprehends  the 
purpose  of  the  brief  statement,  which  is 
to  provide  information  about  the  risks 
and  benefits  regarding  the  product.  'This 
provision  is  not  intended  to  serve,  on  its 
own,  as  a  mechanism  to  provide 
reasonable  assurance  of  safety  for  these 
products. 

(66)  One  comment  argued  that  even  if 
FDA  could  validly  require  a  brief 
statement  for  tobacco  as  an  exercise  of 
its  statutory  authority,  the  imposition  of 
a  warning  requirement  as  part  of  the 
brief  statement  is  invalid  because 
advertisements  for  tobacco  are  already 
required  to  bear  the  Surgeon  General’s 
warning  under  15  U.S.C.  1333(a)(2)  and 
(a)(3).  In  addition,  the  comment  stated 
that  FDA  is  not  authorized  to  require 
that  the  information  be  presented  “in  a 
lurid  fashion  to  achieve  an  iilterior 
purpose’’  or  as  “a  threat  intended  to 
scare  people,’’  and  that  the  warning 
information  is  meant  only  for  the 
purposes  of  enabling  the  physician  or 
patient  to  make  a  rational  risk/benefit 
judgment. 

Another  comment  argued  that  the 
contention  that  the  Surgeon  General’s 
warning  is  “ineffective”  is  without 
merit.  'Die  agency  agrees  that  the 
current  Surgeon  General’s  warnings 
contain  the  type  of  important  health 
information  that  advertisements  must 
contain  imder  section  502(r)(2)  of  the 
act.  Accordingly,  the  agency  has 
determined  that  advertisements  that 
contain  the  ciirrent  Surgeon  General’s 
warnings  sufficiently  meet  the  brief 
statement  requirement  of  the  act. 

(67)  One  comment  stated  that  the  brief 
statement  provision  would  “cause  so 
much  visual  clutter  in  tobiKxio 
advertising  as  to  render  effective 
conummication  nearly  impossible.” 

Another  comment  stated  that  FDA 
will  be  imable  to  justify  the  economic 
burdens  on  communication  with  adults 
that  are  created  by  the  brief  statedient 
requirement  because,  in  order  to  include 
all  the  mandated  statements,  advertisers 
would  be  required  to  pmx:hase 
additional  space  and  thus  would  have  to 
reduce,  because  of  budgetary  pressures, 
the  number  of  advertisements  they 
could  place. 

Because  the  agency  has  determined 
that  the  current  Surgeon  General’s 
warnings  will  be  sufficient  as  a  brief 
statement,  the  issue  raised  by  these 
comments  is  no  longer  pertinent. 

(68)  Several  comments  which 
supported  the  1995  proposed  rule 
suggested  alternative  statements  and 
submitted  recommended  language  for 
the  brief  statement.  Many  comments 
suggested  specific  types  of  information 
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for  inclusion  in  the  brief  statement. 
Several  comments  provided 
recommendations  on  how  the  statement 
could  be  “clear  and  conspicuous.”  One 
comment  stated  that  messages  must  be 
carefully  pretested  on  members  of  the 
target  audience  to  ensure  that  labels:  (1) 
Attract  attention;  (2)  are  personally 
relevant;  and  (3)  do  not  elicit 
psychological  reactance,  i.e.,  behaviors 
directly  coimter  to  those  desired  due  to 
irritation,  rebellion,  or 
misinterpretation.  The  comment 
recommended  that  messages  be  varied 
periodically  to  ensure  that  they  remain 
attention-getting  and  pertinent. 

Several  comments  recommended  that 
the  rule  be  more  specific  in  what  is 
meant  by  “readable,  clear,  conspicuous, 
prominent”  by  giving  either  a  detailed 
set  of  format  specifications  of  the 
lettering  and  background  or  by  giving  a 
set  of  performance  criteria.  One 
comment  enclosed  an  impublished 
review  on  warnings,  which 
recommended  that  warnings  should 
attract  attention  of  the  target  audience 
by  using  high  contrast  and  color; 
separating  warnings  from  other 
information;  considering  size  (relative  to 
other  information  in  the  display)  and 
location  (since  people  tend  to  scan  left 
to  right  and  top  to  bottom  warnings 
should  be  located  near  the  top  or  to  the 
left,  depending  on  the  overall  design  of 
the  display);  and  by  using  signal  words 
to  capture  attention,  such  as 
“CAUTION,”  OR  “WARNING,” 
pictorials,  rotational  warnings  to  avoid 
habituation,  and  auditory  warnings.  In 
addition,  the  review  stated  that 
warnings  should  describe  the  hazard, 
writhout  “overwaming,”  and  describe 
the  nature  of  the  injury,  illness  or 
property  damage  that  could  result  fiom 
the  hazard.  The  review  recommended 
that  written  warnings  should  be 
orgemized  lArith  an  attention  getting  icon 
and  signal  word  at  the  top,  then  hazard 
information,  then  instructions.  Finally, 
the  £eview  recommended  that  warnings 
should  instruct  about  appropriate  and 
inappropriate  behaviors,  motivate 
people  to  comply,  be  as  brief  as 
possible,  and  should  last  and  be 
available  as  long  as  needed. 

One  comment  recommended  that  the 
relevant  warnings,  precautions,  side 
effects,  and  contraindications  be  in  a 
leinguage  imderstandable  and  appealing 
to  even  the  yoimgest  potential  tobacco 
user.  Several  comments  recommended 
that  a  minimum  size  should  be  required, 
expressed  as  a  percentage  of  the 
advertisement  (e.g.,  25  percent  of  the 
advertisement).  Several  comments 
recommended  that  a  border  be  placed 


around  the  brief  statement  and 
suggested  other  graphic  enhancements 
to  make  the  information  in  the  brief 
statement  more  noticeable. 

The  agency  recognizes  that  there  are 
several  ways  to  commimicate  the 
requirement  for  “relevant  warnings, 
precautions,  side  effects,  and 
contraindications”  set  forth  in  section 
502(r)  of  the  act.  In  this  case,  however, 
the  agency  has  determined  that  the 
current  Surgeon  General’s  warnings  are 
sufficient  as  at  least  one  way  of 
complying  with  section  502(r)  of  the  act. 
In  addition,  the  agency  appreciates  the 
numerous  suggestions  on  how  to  make 
the  brief  statement  readable,  clear, 
conspicuous,  and  prominent.  However, 
since  no  additional  information  will  be 
required  at  this  time,  and  the  format  for 
the  Surgeon  General’s  warnings  is 
determined  by  law,  the  agency  has 
deleted  proposed  §  897.32(d). 

(69)  One  comment  stated  that  FDA’s 
attempt  to  gather  information  through 
the  focus  group  studies  about 
adolescents’  perceptions  of  the 
adequacy  of  die  Surgeon  General’s 
warnings  for  use  in  designing  its  own 
additional  warning  underscores  the 
direct  conflict  between  the  Cigarette  Act 
and  the  proposed  regulation. 

This  comment  has  misinterpreted  the 
purpose  and  thejresults  of  the  focus 
group  testing.  FDA’s  focus  groups  were 
intended  to  explore  how  adolescents 
perceive  vEiribus  messages.  The  Surgeon 
General’s  warnings,  as  well  as  other 
warnings,  were  tested  with  the  focus 
groups  merely  to  serve  as  a  basis  for 
reactions  to  messages  that  currently 
exist  in  the  public  domain. 

(70)  FDA  received  few  comments 
concerning  the  focus  group  results.  In 
general,  these  comments  questioned  the 
validity  and  usefulness  of  focus  groups. 
Further,  some  comments  asserted  that 
the  warnings  preferred  by  the  young 
people  in  the  focus  groups  may  have 
unintended  consequences. 

As  discussed  in  this  section,  the  focus 
groups  tested  a  variety  of  specific  brief 
statements  that  were  intended  to  be 
directed  towards  yoimg  people. 
However,  the  agency  has  decided  that 
the  final  rule  will  not  specify  a 
particular  brief  statement,  but  will 
accept  the  current  Surgeon  General’s 
warnings  as  sufficient.  Moreover, 
section  502(r)  of  the  act  does  not  require 
that  the  brief  statement  be  directed  to 
young  people,  but  rather  that  it  provide 
“a  brief  statement  of  the  intended  uses 
of  the  device  and  relevant  warnings, 
precautions,  side  effects,  and 
contraindications.”  This  function  is 
adequately  filled  by  the  intended  use 


statements  required  by  §  897.32(c)  and 
the  Sm^eon  General’s  warnings.  Thus, 
because  the  final  rule  is  not  based  on 
the  focus  gfoup  results,  the  agency  need 
not  address  the  previous  comments 
concerning  the  focus  group  results. 

7.  Section  897.34(a)  and  (b) — 
Promotions,  Nontobacco  Items,  and 
Contests  and  Games  of  Chance 

The  agency  proposed  in  §  897.34(a)  to 
prohibit  the  sale  or  distribution  of  all 
nontobacco  items  that  are  identified 
with  a  cigarette  or  smokeless  tobacco 
product  brand  name  or  other  identifying 
characteristic.  FDA  stated  in  the  1995 
proposal  that  this  requirement  is 
intended  to  reach  such  items  as  tee 
shirts,  caps,  and  sporting  goods  and 
other  items  bearing  tobacco  brand 
na.mes  or  other  indicia  of  product 
identification  (60  FR  41314  at  41336). 

As  discussed  in  the  preamble  to  the 
1995  proposed  rule  (60  FR  41314  at 
41336),  a  Gallup  survey  found  that 
about  one-half  of  adolescent  smokers, 
and  one-quarter  of  all  nonsmokers,  own 
at  least  one  promotional  item.  The  lOM 
found  that  this  form  of  advertising  is 
particularly  effective  with  young 
people.  Young  people  have  relatively 
little  disposable  income,  so  promotions 
are  appealing  because  they  represent  a 
means  of  “getting  something  for 
nothing.”  In  many  cases,  the  items — ^tee 
shirts,  caps,  and  sporting  goods — are 
particularly  attractive  to  young  people. 
Some  items,  when  used  or  worn  by 
yoimg  people,  also  create  a  new 
advertising  medium — the  “walking 
billboard” — ^which  can  come  into 
schools  or  other  locations  where 
advertising  is  usually  prohibited  (60  FR 
41314  at  41336).  Moreover,  this  form  of 
advertising  has  grown  in  importance 
over  the  last  20  years.  The  portion  of 
amtual  expenditures  of  the  cigarette 
industry  devoted  to  these  promotions 
rose  from  2.1  percent  in  1975  to  8.5 
percent  in  1980. 222 

On  the  basis  of  the  evidence  before  it, 
the  agency  tentatively  concluded  that 
the  ban  on  nontobacco  items  was 
necessary  to  eliminate  the  something- 
for  noth^g  appeal  of  these  items,  as 
well  as  to  prevent  wearers  or  users  of 
these  items  firom  becoming  image-laden 
walking  advertisements. 

FDA  proposed  in  §  897.34(b)  to 
prohibit  all  proof  of  purchase 
transactions  of  nontobacco  items  as  well 
as  all  lotteries,  contests,  and  games  of 
chance  associated  with  a  tobacco 
purchase.  The  agency  stated  that, 
because  contests  and  lotteries  are 


*“10M  Report,  p.  109. 
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usually  conducted  through  the  mail,  it 
was  not  able  to  devise  regulations  that 
would  reduce  a  young  person’s  access  to 
contests  or  lotteries. 

(71)  FDA  received  a  substantial 
number  of  comments  concerning  the 
1995  proposed  rule  to  prohibit  these 
promotional  activities.  Comments 
opposing  these  provisions  argued  that 
tobacco  companies  should  be  allowed  to 
advertise  in  a  fair  manner  however  they 
wish.  Many  comments  from  individuals 
stated  that  they  like  the  “froebies.”  They 
contended  that  the  agency  does  not  have 
authority  to  regulate  the  clothes  people 
wear  or  to  ban  contests  and  promotional 
activities  that  are  only  available  to 
adults.  A  munber  of  comments  from 
individuals  stated  that  what  they  did 
with  their  lives  was  their  business. 

Comments  also  objected  to  the 
agency’s  proposed  bw  on  contests  and 
games  of  chance.  These  comments 
stated  that  existing  laws  €md  regulations 
already  provide  a  sufficient  regulatory 
framework. 

The  majority  of  comments,  however, 
supported  these  provisions  and  stated 
that  children  and  adolescents  shoiild 
not  be  “walking  billboards.’’  Moreover, 
these  comments  argued  that  even 
though  young  people  cannot  participate 
in  the  contests,  they  can  easily  get 
caught  up  in  the  excitement  of 
promotional  activities.  Comments 
declared  that  prohibiting  tobacco 
product-relat^  gifts,  items,  contests, 
and  games  of  chance  will  break  the 
enticing  connection  between  sports  and 
tobacco  use. 

The  agency  agrees  with  the  comments 
that  s€ud  that  existing  laws  a^d 
regulations  of  lotteries,  contests,  and 
games  of  chance  are  sufficient  First, 
there  appears  to  be  little  evidence  about 
these  practices  and  young  people’s 
participation  in  them.  Secondly,  cmrent 
laws  prohibit  all  games  of  chance  and 
the  like  that  are  advertised  on  a  product 
label  or  that  are  conditioned  on  the  sale 
of  the  product.  Therefore,  participation, 
if  any,  by  minors  is  not  necessarily 
related  to  a  purchase.  Third,  any 
promotional  material  associated  with 
the  advertising  of  the  games,  which  is  of 
primary  concern,  will  be  required  to 
appear  in  text-only  format.  Therefore, 
the  agency  has  mc^fied  this  section  to 
delete  the  ban  on  these  practices.  In 
addition,  the  agency  has  modified 
§  897.34(a)  to  clarify  that  responsibility 
for  complying  with  this  provision  rests 
with  the  manufacturer  and  the 
distributor  of  imported  tobacco,  but  not 
other  distributors  or  retailers. 

(72)  Comments  differed  on  whether 
proposed  §  897.34(a)  is  beyond  FDA’s 


authority  under  the  act.  The  comments 
addressed  a  munber  and  variety  of  legal 
issues.  One  comment  stated  that  FDA 
has  no  authority  to  ban  the  items  and 
services  covered  by  §  897.34(a).  It  stated 
that  items  and  services  (e.g.,  travel 
agencies)  bearing  indicia  of  tobacco 
product  identification  are  not  foods, 
drugs,  cosmetics,  or  devices  as  defined 
in  the  act  and,  therefore,  are  outside  the 
agency’s  jurisdiction. 

Another  comment  stated  that 
nontobacco  items  cannot  be  regulated  as 
advertising  in  the  way  FDA  proposes 
because:  (a)  The  1995  proposed  rule 
extends  to  goods  and  services  provided 
to  product  users  in  coimection  with 
cigarette  purchases,  most  of  which  are 
not  displayed  or  disseminated  to  the 
general  public,  and  thus  do  not 
constitute  advertising  (see  Marcyan  v. 
Nissen  Corp.,  578  F.  Supp.  485,  507 
(N.D.  Ind.  1982),  aff’d  sub  nom. 

Marcyan  v.  Morey  Gymnasium  Equip. 
Co..  725  F.2d  687  (7th  Cir.  1983));  and 
(b)  many  of  the  types  of  items  covered 
by  §  897.34(a)  are  promotional  items  but 
not  advertising  (e.g.,  a  logo-bearing  mug 
given  away  or  sold  by  a  manufacturer  is 
not  an  advertisement). 

One  comment,  which  favored  the 
provision,  provided  support  for  the 
classification  of  promotional  items  as 
advertising.  The  comment  referenced 
Public  Citizen  v.  FTC,  869  F.2d  1541  at 
1556  p.C.  Cir.  1989),  in  which  the  U.S. 
Court  of  Appeals  for  the  D.C.  Circuit 
held  that  the  Smokeless  Act 
requirement  that  “advertisements”  carry 
health  warnings  “plainly  covers 
utilitarian  items  [nontobacco  items]  that 
are  distributed  for  promotional 
purposes.”  FTC  defined  utilitarian 
objects  as  items  that  are  sold  or  given  or 
caused  to  be  sold  or  given  by  any 
manufacturer,  packager,  or  importer  to 
consumers  for  their  personal  use  and 
that  display  the  brand  name,  logo,  or 
selling  message  of  any  tobacco  product 
(16  CFR  307.3n).  FDA’s  interpretation  of 
what  is  covered  by  §  897.34(a)  and  (b)  is 
consistent  with  this  definition.  The 
comment  also  stated  that  as  a  result  of  . 
that  court  case,  FTC’s  smokeless  tobacco 
rules  now  require  that  utilitarian  items 
promoting  smokeless  tobacco  bear 
specific  health  warnings  required  of  all 
smokeless  tobacco  advertising  (16  CFR 
307.9).  223 

The  FTC  comment  also  indicated  that 
although  nontobacco  items  are  "advertising"  under 
the  Smokeless  Act,  a  different  legislative  history 
exempts  these  items  from  the  Cigarette  Act  The 
comment  stated  that  the  deffnition  of  advertising 
under  the  Cigarette  Act  is  understood  to  exempt 
utilitarian  items  because  of  legislative  history 
expressly  stating  Congress’s  intent  to  preserve  the 
arrangement  under  consent  agreements  entered  into 


Another  comment  pointed  out  that 
the  Public  Citizen  case  provides  ample 
legal  precedent  not  only  for  the 
conclusion  that  promotional  materials 
are  advertising,  but  also  that  they  have 
a  direct  impact  on  a  minor’s  tobacco 
use.  The  court,  relying  on  evidence 
compiled  by  the  FTC,  foimd  that  “in  the 
case  of  adolescents,  utilitarian  items 
might  be  among  the  most  effective  forms 
of  promotion”  (869  F.2d  at  1549  n.  15). 

In  addition,  the  lower  court  provided  an 
additional  rationale  for  restriction  based 
upon  the  items’  longevity  and 
durability. 

[Plrinted  advertising  is  customarily  quickly 
read  (if  at  all)  and  discarded  (as,  of  course, 
are  product  packages)  by  typical  consumers. 
“Utilitarian  objects,”  on  the  other  hand 

•  *  *  are  retained,  precisely  because  they 
continue  to  have  utility.  They  are  also  likely 
to  be  made  of  durable  substances:  fabric, 
plastic,  glass,  or  metal.  They  may  be  around 
for  years.  And  each  use  of  them  brings  a  new 
reminder  of  the  sponsor  and  his  product 

*  *  * 

(688  F.  Supp.  667,  680  (D.D.C.  1988), 
aff’d,  869  F.2d  1541  (D.C.  Cir.  1989)) 

The  agency  finds  that  the  reasoning  in 
the  Public  Citizen  case  is  persuasive  and 
compels  the  conclusion  that  branded 
nontobacco  items  are  advertising.  It  also 
finds  that  yoyng  people  acquire  and  use 
these  products. 

Moreover,  the  agency  finds  nothing  in 
the  Marcyan  v.  Nissan  Corp.  case  is  to 
the  contrary.  In  relevant  parts,  that  case 
involved  an  endorsement  that  appeared 
in  the  front  of  a  users’  manual.  Tlie 
court  held  that  this  endorsement  did  not 
constitute  “advertising”  because  it  is 
not  “distributed  to  the  general  public  for 
the  purpose  of  promoting  plaintiffs’ 
products:  it  is  a  user’s  manual  and  is 
provided  to  a  piuxdiaser  of  the 
defendants’  equipment  together  with  the 
equipment  in  order  to  describe  its 
proper  use”  (578  F.2d  at  507). 
Promotional  items  are  distributed  or 
sold  to  the  general  public.  They  are 
festooned  with  the  product’s  brand 
name  or  identification,  and  they  are 
intended  to  remind  the  user  and  others 
who  see  the  item  about  the  product.  As 
the  court  in  Public  Citizen  found,  “each 
use  of  them  brings  a  new  reminder  of 
the  sponsor  and  his  product”  (688  F. 
Supp.  at  670).  Therefore,  the  comments’ 
suggestion  that  these  advertising  items 
are  beyond  FDA’s  jurisdiction  is  plainly 
wrong. 

(73)  One  comment,  which  had  argued 
that  promotional  items  were  not  drugs 
or  devices  nor  were  they  advertising, 
objected  as  well  to  FDA’s  alternative 

by  the  tobacco  industry  in  1972  and  1981  {Pubiic 
Citizen,  869  F.2d  at  1555). 


Federal  Register  /  Vol.  61.  No.  168  /  Wednesday.  August  28,  1996  /  Rules  and  Regulations  44523 


categorization  of  these  items  as  labeling. 
The  comment  stated  that  nontobacco 
items  could  constitute  “labeling”  only  if 
there  were  a  “textual  relationsldp” 
between  them  and  the  product  [Kordel 
V.  United  States.  335  U.S.  345,  350 
(1948)).  The  comment  argued  further 
that  items  that  provide  no  more 
substantive  information  than  a  brand 
name,  logo,  or  recognizable  color  or 
pattern  of  colors  simply  do  not  explain 
the  use  of  the  product,  and  therefore  do 
not  constitute  labeling.  The  comment 
concluded  that  if  the  items  are  not 
advertising  or  labeling,  FDA  would  not 
have  authority  to  take  the  actions 
required  by  this  provision. 

The  agency  agrees  that  these 
promotional  items  are  neither  devices 
nor  drugs;  however,  this  fact  is  not 
relevant  to  the  agency’s  authority  to 
proscribe  their  use.  As  explained  earlier 
in  this  document,  FDA  has  authority  to 
impose  restrictions  on  the  access  to  and 
promotion  of  devices  imder  section 
520(e)  of  the  act,  and  this  authority 
provides  the  basis  for  restrictions  on 
advertising,  including  those  that  FDA  is 
imposing  on  promotional  items.  FDA 
also  derives  authority  for  these 
restrictions  from  section  502  of  the  act. 
Likewise,  it  is  not  relevant  in  this 
instance  whether  the  items  are 
described  as  advertising  or  labeling.  The 
agency  has  the  authority  to  restrict  them 
because  they  promote  the  use  of 
restricted  devices,  cigarettes  and 
smokeless  tobacco,  by  yoimg  people  and 
thus  undercut  the  restrictions  on  access 
to  these  products  that  FDA  has  imposed. 
Therefore,  FDA  has  authority  to  regulate 
how  these  promotional  items  are  used 
by  manufacturer,  distributors,  and 
retailers  of  the  restricted  devices. 

(74)  Many  comments  challenged 
FDA’s  evidentiary  basis  for  this 
provision.  Those  opposing  the  provision 
made  the  point  that  promotional  items 
do  not  cause  young  people  to  use 
tobacco,  and  that  banning  them  will  not 
reduce  tobacco  use.  These  comments 
fall  into  two  categories:  Those  that  rely 
on  theoretical  or  policy  arguments  and 
those  that  provide  or  criticize  studies  or 
other  evidence. 

a.  Theoretical  or  policy 
considerations.  Several  comments 
argued  generally  that  it  is  well- 
documented  that  the  significant  factors 
associated  with  regular  underage 
tobacco  use  are  peer  pressure  and 
smoking  by  friends,  older  siblings  and 
parents.  They  noted  that  FDA  cited  no 
evidence  that  the  use  of  a  tobacco 
trademark  on  a  nontobacco  product, 
such  as  a  lighter  or  jacket,  has  any 
impact  on  underage  tobacco 


consumption,  or  that  its  removal  will 
reduce  youth  tobacco  use. 

Consequently,  they  argue,  banning  the 
use  of  tobacco  brand  names  on 
nontobacco  products  will  fail  to  achieve 
FDA’s  goal  of  curbing  teen  smoking. 

One  comment  maintained  that  people, 
including  those  under  age  18,  do  not 
wear  these  items  in  order  to  advertise 
anything  or  to  be  “walking  billboards.” 
Rather,  according  to  this  comment,  they 
wear  them  to  make  a  public  statement, 
because  they  find  the  items  aesthetically 
pleasing,  or  for  other  reasons.  Moreover, 
the  comment  argued,  FDA  has  no 
authority  to  regulate  the  attire  of  adults, 
school  students,  or  anyone  else. 

In  addition,  the  comment  argued,  the 
goal  of  these  programs  is  to  reinforce 
brand  loyalty  among  existing  customers. 
Their  purpose  is  to  expand  market  share 
among  existing  smokers,  not  to  induce 
nonsmokers  to  start  smoking.  'These 
programs  are,  by  their  very  nature, 
aimed  at  people  who  already  are 
smokers,  that  is,  the  merchandise  is 
provided  only  to  consumers  who  have 
acciunulated  and  submitted  significant 
numbers  of  proofs  of  purchase.  No  one 
would  be  persuaded  to  start  smoking  by 
a  cents-ofi  coupon  or  by  the  offer  of  a 
free  cigarette  lighter,  but  a  smoker  might 
be  tempted  by  the  ofier.  The  comment 
argued  that  in  the  hard  fought  battles  for 
market  share  among  cigarette 
companies,  discoimts  and  premiums 
represent  a  way  to  promote  and  retain 
brand  loy^dty  and  to  weaken  loyalty  to 
competitors’  brands. 

Some  comments  bolstered  their 
arguments  with  a  citation  to  the 
decision  of  the  Supreme  Court  of 
Canada,  which,  they  claimed, 
invalidated  a  similar  ban.  The  Canadian 
court  concluded  that  there  was  no  direct 
or  indirect  evidence  of  any  causal 
connection  between  the  objective  of 
decreasing  tobacco  consumption  and 
the  absolute  prohibition  on  the  use  of  a 
tobacco  trademark  on  articles  other  than 
tobacco  products.  'These  comments 
argued  that  FDA  should  follow  the 
Canadian  judgment  (see  section  Vl.D.3.f. 
of  this  document  for  a  complete 
discussion  of  this  case). 

On  the  other  hand,  one  comment 
stated  that  U.S.  and  international 
experience  provide  substantial  support 
for  a  ban.  It  stated  that  in  the  United 
States,  nontobacco  items  were  heavily 
used  by  RJR  to  market  its  Camel  tobacco 
to  yoimg  people. 

In  addition,  one  comment  that 
supported  FDA’s  action  stated  that 
young  people  participate  to  a  marked 
extent  in  tobacco  company  promotions. 
It  noted  that  these  promotions  all  use 


attractive  imagery  and  prizes  that  are 
intrinsically  interesting  to  adolescents. 
Other  comments  stated  that  these 
promotions  are  particularly  effective 
with  young  people,  who  have  less 
disposable  income.  'The  items  are  a  way 
for  young  people  to  get  something  for 
nothing  and  provide  added  incentive  for 
young  people  to  purchase  tobacco 
products.  One  comment  that  supported 
this  provision  stated  that  these  items 
can  become  “walking  billboards,”  that 
can  come  into  schools  and  other  places 
where  tobacco  advertising  is  generally 
prohibited. 

Another  comment  stated  that  the  ban 
serves  as  an  important  corollary  to  the 
advertising  restrictions,  specifically,  it 
argued  that  the  impact  of  removing 
tobacco  product  advertisements  frcrn 
minors’  magazines  would  surely  be 
reduced  if  minors  themselves  continued 
wearing  the  advertisements  on  their 
heads  and  bodies.  'The  comment 
asserted  that  there  is  a  correlation 
between  participation  in  a  promotion 
and  susceptibility  to  tobacco  use. 

b.  Studies  and  evidence.  One 
comment  referenced  a  new  study 
that  found  that  participation  in  tobacco 
company  promotions  by  12  to  17  year 
olds  is  more  predictive  of  susceptibility 
to  use  tobacco  products  than  smoking 
by  those  close  to  the  individual.  'The 
measure  of  “participation”  was  the 
possession  of  a  catalog,  the  ownership 
of  any  promotional  item,  or  the  saving 
of  coupons  that  could  be  redeemed  for 
promotional  items.  The  study  found  that 
catalog  ownership  was  the  most 
common  form  of  participation  in 
tobacco  company  promotions. 

A  comment  that  opposed  this 
provision  argued  that  FDA  had  cited  no 
credible  stupes  that  demonstrate  either 
that  these  items  are  especially  appealing 
to  young  people,  or  that  possessing 
these  items  causes  young  people  to  start 
smoking  or  to  smoke  more.  It  stated  that 
althou^  FDA  relied  on  a  study  by  Dr. 
John  Slade  225  that  reported  that  there  is 
an  association  between  participating  in 
promotions  and  a  person’s  susceptibility 
to  tobacco  use,  FDA  did  not  describe  the 
study  thoroughly.  'The  comment  stated 
that  the  notion  of  susceptibility  is  itself 
problematic.  It  stated  that  even  if  this 
study  is  taken  at  face  value,  it  does  not 
support  FDA’s  conclusions.  While  the 
study  reported  that  83.5  percent  of 


2*4  Evans,  N.,  et  al.,  "Influence  of  Tobacco 
Marketing  and  Exposure  to  Smokers  on  Adolescent 
Susceptibility  to  Smoking,”  Journal  of  the  National 
Cancer  Institute,  vol.  87,  pp.  1538-1545, 1995. 

Slade.  J.,  et  al.,  "Teenagers  Participate  in 
Tobacco  Promotions,"  presented  at  the  9th  World 
Conference  on  Tobacco  and  Health,  October  10-14, 
1994. 
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respondents  age  12  to  17  were  aware  of 
at  least  one  tobacco  company 
promotion,  it  also  reported  diat  only 

10.6  percent  of  respondents  owned  a 
nontobacco  promotional  item.  These 
numbers,  the  comment  asserted,  do  not 
support  the  theory  that  nontobacco 
items  are  appealing  to  youth  or  have  a 
discernible  impact  on  youth  smoking 
rates. 

Moreover,  the  comment  took 
exception  with  Dr.  Slade’s  finding  that 

25.6  percent  of  12  to  13  year  olds  and 

42.7  percent  of  16  to  17  year  olds 
participate  in  promotional  programs 
such  as  Camel  Cash  or  Marlboro  miles. 
The  comment  stated: 

the  reason  for  these  apparently  high 
percentages  is  clear  from  the  most  cursory 
analysis  of  the  data  *  *  *  [I]n  this 
supposedly  random  survey,  fully  45.7 
percent  of  the  households  of  12-13  year  olds 
interviewed  had  someone  at  home  who 
smoked  (37.9  percent  in  households  of  16- 
17  year  uids),  and  yet,  in  reality  only  25 
percetit  of  the  American  public — ^half  the  rate 
of  the  population  relied  upon  by  Dr.  Slade — 
smoke.  [Thus],  the  unrepresentative  sample 
population  Dr.  Slade  employed  created  a 
significant  bias,  which  distorts  the  results  of 
this  survey  and  renders  them  entirely 
uiureliable. 

Finally,  one  comment  stated  that  the 
primary  basis  for  the  provision  appeared 
to  be  data  that  allegedly  show  that  44 
percent  of  teenage  smokers  and  27 
percent  of  teenage  nonsmokers  have 
received  nontobacco  promotional  items. 
The  comment  stated  ^at  the  study  is 
irrelevant  because  it  drew  no  conclusion 
as  to  the  significance  of  the  number,  nor 
did  it  indicate  how  the  teenagers 
received  the  items. 

In  response,  the  agency  concludes 
that  the  evidence  presents  a  compelling 
case  to  prohibit  the  sale  and  distribution 
of  all  nontobacco  items  that  are 
identified  with  a  cigarette  or  smokeless 
tobacco  product  brand  name  or  other 
identifying  characteristic.  The  evidence 
establishes  that  these  nontobacco  items 
are  readily  available  to  young  people 
and  are  attractive  and  appealing  to  them 
with  as  many  as  40  to  50  percent  of 
young  smokers  having  at  least  one  item 
(60  FR  41314  at  41336).  The  imagery 
and  the  item  itself  create  a  badge 
product  for  the  young  person  and 
permit  him/her  the  means  to  portray 
identification. 

FDA  has  shown  that  tobacco 
advertising  plays  out  over  many  media, 
and  that  any  media  can  effectively  carry 
the  advertising  message.  Moreover,  the 


***  “Teenage  Attitudes  anfl  Behavior  Ginceming 
Tobacco — Report  of  the  Findings,"  the  George  H. 
Gallup  International  Institute,  Princeton,  N],  p.  59, 
September  1992. 


agency  recognizes  that  the  tobacco 
industry  has  exploited  loopholes  in 
partial  bans  of  advertising  to  move  its 
imagery  to  different  media.  When 
advertising  has  been  banned  or  severely 
restricted,  the  attractive  imagery  can  be 
and  has  been  replicated  on  nontobacco 
items  that  go  anywhere,  are  seen 
everywhere,  and  are  permanent, 
durable,  and  unavoidable.  By 
transferring  the  imagery  to  nontobacco 
items,  the  companies  have  “thwarted” 
the  attempts  to  reduce  the  appeal  of 
tobacco  products  to  children. 

In  addition,  items,  unlike 
advertisements  in  publications  and  on 
billboards,  have  little  informational 
value.  They  exist  solely  to  entertain,  and 
to  provide  a  badge  that,  as  the  Tobacco 
Institute  asserted,  allows  the  wearer  to 
make  a  statement  about  his  “social 
group”  for  all  to  see.  But  because 
tobacco  is  not  a  normal  consumer 
product,  it  should  not  be  treated  like  a 
frivolity.  Advertising  that  seeks  to 
increase  a  person’s  identification  with 
and  enjoyment  of  an  addictive  deadly 
habit  has  the  ability,  pculicularly  among 
yoimg  people,  to  undermine  the 
restriction  on  access  that  FDA  is 
imposing.  For  these  reasons,  the  agency 
continues  to  find  sufficient  evidence  to 
support  a  ban  on  these  items. 

Finally,  regarding  the  unpublished 
paper  by  Dr.  Slade,  the  comment  has 
confused  the  household  smoking  rate 
with  the  overall  popvilation  smoking 
rate.  The  smoking  rate  per  household 
can  be  as  high  as  twice  the  overall  adult 
smoking  rate.  For  example,  if  the 
smoking  rate  for  adults  were  25  percent 
and  assviming  two  adults  per  household 
and  only  one  of  the  pair  smokes,  then 
the  household  smoldng  rate  could  be  as 
high  as  double  that  of  the  individual 
rate.  Therefore  the  range  of  possible 
household  smoking  rates  would  be  25 
percent  to  50  percent,  with  44  percent 
being  quite  plausible. 

Lastly,  the  comments  that  state  that 
peer  pressure  and  smoking  by  friends 
and  family  are  significant  factors  in 
influencing  a  young  person’s  tobacco 
use,  rather  thtm  promotional  items,  fail 
to  recognize  that  if  a  yoimg  person  is 
influenced  by  what  a  peer  says  about 
tobacco  use,  he  or  she  wiU  also  likely  be 
influenced  by  that  same  peer  wearing  a 
tobacco  promotionEd  item. 

(75)  One  comment  from  a  small 
smokeless  tobacco  company  expressed 
concern  because  much  of  the  packaging 
used  for  its  products  also  bears  its 
corporate  logo.  Moreover  several  of  its 
brmd  names  include  words  in  its 
corporate  logo.  Thus,  the  comment 
argues  that  FDA  might  find  that  its 


corporate  logo  is  an  “indicium  of 
product  identification”  covered  by  the 
restrictions  in  §  897.34.  'The  comment 
stated  that  promotional  items  are  a 
small  but  important  part  of  its 
advertising  and  promotional  activity, 
and  these  items  allow  its  customers  to 
feel  like  a  part  of  an  extended  family.  It 
would  be  unfair,  the  comment  argued, 
as  well  as  harmful  to  the  company,  if 
FDA  were  to  determine  that  a  corporate 
logo  may  not  be  used  on  promotional 
items. 

One  comment  stated  that  the  total 
merchandising  and  ban  in  §  897.34(a)  is 
imreasonably  broad  in  scope.  It  stated 
that  it  virtually  limits  all 
merchandising,  because  all  colors  or 
patterns  of  colors  are  associated  with 
some  brand  or  another  of  tobacco 
product.  The  comment  stated  that  the 
proposed  regulation  is  so  confusingly 
vague  that  one  could  argue  that  a 
“distributor”  would  be  prohibited  frnm 
using  the  color  red  in  any  event  for  any 
product  category,  brand,  or  corporation 
because  Marlboro  brand  tobacco 
products  utilize  the  color  red. 

Another  comment  stated  that  because 
the  definitions  of  “cigarette”  and 
“smokeless  tobacco  product”  are 
limited  to  tobacco  products  with 
nicotine,  the  agency  should  consider  the 
possibility  that  a  tobacco  company 
could  market  a  nicotine-free  brand 
extension  of  a  cigarette  or  a  smokeless 
tobacco  product  and  advertise  this 
product  free  of  restrictions.  'The 
comment  stated  that  the  advertising  for 
such  a  product  could  have  carryover 
value  for  the  nicotine  containing 
versions  of  the  product  thereby 
undermining  the  intent  of  the 
regulations. 

The  agency  agrees  that  it  needs  to 
clarify  the  scope  of  §  897.34(a).  The 
regulation  covprs  any  item  with  indicia 
of  the  brand  identity.  If  the  corporate 
logo  is  not  an  indicium  of  a  brand 
identity,  its  use  would  not  be  prohibited 
in  nontobacco  labeling  or  advertising. 
On  the  other  hand,  if  a  corporate  logo, 
includes  an  identifiable  brand  name  or 
image,  it  must  comply  with  the 
restrictions.  Any  o^er  position  would 
permit  a  company  to  evade  the  intent  of 
this  regulation  by  using  a  corporate  logo 
to  continue  to  display  brand  imagery. 
For  example,  RJR  may  continue  to  sell 
or  distribute  hats  and  tee  shirts  with  the 
name  “R.  J.  Reynolds”  on  them,  but  not 
the  name  “Camel,”  Nor  can  it  put  the 
Camel  inside  the  Reynolds  logo.  The 
agency,  therefore,  has  amended 
§  897.34(a)  to  state  that  the  indicia  of 
product  identification  cannot  be 
identical  or  similar  to,  or  identifiable 
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with  those  used  “for  any  brand  of 
ciagarettes  or  smokeless  tobacco”. 

In  addition,  it  is  not  the  agency’s 
intention  to  ban  the  use  of  registered  or 
recognizable  colors  for  all  advertising. 
Only  the  owner  or  user  of  the  brand 
identification  is  prohibited  firom  using 
that  color  or  pattern  of  colors  in  a 
manner  so  as  to  advertise  tobacco  or 
smokeless  tobacco.  For  example,  Philip 
Morris  would  be  prohibited  ^m  using 
the  distinctive  red,  black,  and  white 
pattern  of  colors  which  identify 
Marlboro,  but  neither  RJR  nor  Joe’s 
Garage  would  be  prohibited  by  the 
regulations  from  using  those  colors. 

Finally,  in  response  to  the  last 
comment,  the  agency  has  restricted  the 
coverage  of  diis  regrilation  to 
promotions  of  cigarettes  and  smokeless 
tobacco  products  containing  nicotine.  It 
has  no  evidence  justifying  a  broader 
coverage  of  the  regulation  to  nicotine- 
free  products  at  tlds  time.  However,  a 
company  could  not  give  a  nontobacco 
product  (a  nicotine  free  product)  a 
tobacco  brand  name.  This  is  exactly 
what  this  section  of  the  final  rule 
forbids. 

(76)  Several  comments  argued  that 
§  897.34(a)  constituted  a  restriction  on 
symbolic  expression  that  cannot  be 
characterized  as  commercial  speech. 

'The  comments  argued  that  these  items 
do  not  propose  a  commercial 
transaction.-  One  comment  argued  that 
in  Cohen  v.  CaUfomia,  403  U.S.  15 
(1971),  the  Supreme  Coiut  recognized 
that  otherwise  objectionable  words 
worn  on  a  jacket  are  fully  protected 
speech. 

FDA  finds  no  merit  to  these 
conunents.  Section  897.34(a)  on  its  face 
is  limited  only  to  manufacturers  and  to 
distributors  of  imported  cigarettes  or 
smokeless  tobacco.  It  does  not  limit  the 
rights  of  individuals  to  express 
themselves  by  wearing  an  article  of 
clothing  that  bears  a  picture  of  a 
cigarette  or  a  logo.  227  what  it  does  limit 
is  the  ability  of  manufactmrers  and  some 
distributors  of  tobacco  and  smokeless 
tobacco  to  do  what  is  the  essence  of 
commercial  speech — to  take  actions  to 
call  public  attention  to  the  products 
whose  logo  the  items  bear,  so  as  to 
arouse  a  desire  to  buy  those  products. 
(See  Public  Citizen  v.  FTC,  869  F.2d  at 
1554.)  Because  this  is  what  the 
nontobacco  items  that  are  the  subject  of 


227  The  fact  that  individuals  would  be  free  to 
make  their  own  articles  of  clothing  with  brand 
names  of  tobacco  products  on  them  does  not  make 
the  regulations  fatally  underinclusive.  (See  U.S.  v. 
Edge  Bmadcasting  Co..  509  U.S.  434  ("Accordingly, 
the  Government  may  be  said  to  advance  its  purpose 
by  substantially  reducing  lottery  advertising,  even 
where  it  is  not  wholly  eradicated.").) 


§  897.34(a)  are  designed  to  do,  they 
share  tdl  the  characteristics  of  the 
pamphlets  that  the  Supreme  Court  in 
Bolger  V.  Youngs  Drug  Products  Corp., 
463  U.S.  60,  66-67  (1983),  found  to  be 
commercial  speech.  Consequently,  FDA 
may  regulate  the  nontobacco  items  as 
commercial  speech,  as  long  as  its 
regulation  passes  muster  under  the 
Central  Hudson  test  (see  463  U.S.  at  68). 

(77)  Some  comments  challenged  the 
constitutionality  of  the  prohibition  on 
the  use  of  a  cigarette  or  smokeless 
tobacco  brand  logo  on  nontobacco 
products  vmder  the  Central  Hudson  test. 
The  comments  argued  that  the 
prohibition  does  not  directly  advance 
FDA’s  interest  because  the  prohibition 
is  unrelated  to  the  goal  of  protecting 
children.  The  comments  also  argued 
that  the  prohibition  is  not  narrowly 
tailored  because  it  is  not  limited  to 
children  and  not  limited  to  products 
that  are  particularly  attractive  to 
children. 

Several  conunents  disagreed  and 
argued  that  the  prohibition  is  a 
constitutionally  permissible  restriction 
on  speech.  One  of  these  conunents 
pointed  to  the  finding  in  the  lOM’s 
Report  Growing  Up  Tobacco  Free  of  the 
effectiveness  of  this  type  of  advertising 
with  yoimg  people,  lire  conunent  said 
that  roA  would  therefore  be  justified  in 
prohibiting  its  use. 

FDA  has  carefully  considered  these 
conunents.  The  agency  concludes  that 
the  prohibition  on  the  use  of  a  cigarette 
or  smokeless  tobacco  brand  logo  on 
nontobacco  items  is  a  permissible 
restriction  rmder  the  First  Amendment. 

First,  this  restriction  will  directly 
advance  FDA’s  interest  in  protecting  the 
health  of  people  rmder  18  years  of  age. 
In  Public  Citizen  v.  FTC,  869  F.2d  at 
1549  n.  15,  the  Coiut  of  Appeals  for  the 
D.C.  Circuit  recognized  that  the 
nontobacco  “utilitarian  items  might  be 
among  the  most  effective  forms  of 
promotion  with  respect  to  adolescents.” 
This  judgment  is  consistent  with  much 
of  the  other  evidence  in  the 
administrative  record.  A  1992  Gallup 
survey  found  that  44  percent  of  all 
adolescent  smokers  and  27  percent  of 
adolescent  nonsmokers  owned  at  least 
one  promotional  item  from  a  tobacco 
company.  228  Testing  by  RJR  in  1988 
found  that  nontobacco  items  performed 
best  among  young  adults.  229 


228  “Teenage  Attitudes  and  Behavior  Concerning 
Tobacco — ^Report  of  the  Findings,”  The  George  H. 
Gallup  International  Institute,  Princeton,  NJ,  pp.  17, 
59,  September  1992. 

229 Bolger,  M.  R.,  Marketing  Research  Report, 
entitled  Camel  "Big  Idea”  Focus  Groups-Round  B, 
September  21, 1988. 


The  lOM  Report  pointed  out  that  the 
ubiquity  of  nontobacco  items  conveys 
the  impression  that  tobacco  use  is  the 
norm.  230  As  stated  in  section  VI.D.3.C. 
of  this  document,  this  impression,  that 
tobacco  use  is  widespread  and  accepted, 
fosters  experimentation  with  tobacco 
and  smokeless  tobacco  by  young  people. 
This  fact  led  the  lOM  to  recommend 
that  the  use  of  tobacco  product  logos  on 
nontobacco  items  be  prohibited.  231  The 
lOM  said  that  this  and  several  other 
related  steps  (including  requiring  the 
use  of  the  text-only  format)  were 
necessary  to  eliminate  those  features  of 
advertising  that  tend  to  encourage 
tobacco  use  by  children  and  youths. 

Thus,  the  prohibition  on  the  use  of 
these  logos  will  directly  advance  FDA’s 
interest.  The  lOM’s  recommendation 
provides  significant  evidence  of  this 
fact. 

Second,  even  though  FDA  is 
prohibiting  the  use  of  brand  logos  on 
nontobacco  items,  this  restriction  meets 
the  requirement  of  narrow  tailoring.  The 
Supreme  Court  has  held  that  a  ban  may 
satisfy  this  requirement  if  the  agency’s 
judgment  is  that  it  is  “perhaps  the  only 
effective  approach”  [Board  of  Trustees 
of  the  State  ofN.Y.  v.  Fox,  492  U.S.  at 
479).  In  this  case,  FDA  has  determined 
that  a  ban  of  these  items  is  necessary  for 
several  reasons.  The  appeal  of 
something  for  nothing  items  for 
youngsters  is  great,  and  the  extent  of  the 
appe^  makes  it  virtually  impossible  to 
distinguish  among  items,  as  suggested 
by  one  comment.  As  the  lOM  pointed 
out,  these  items,  when  worn  or  used  by 
children,  are  capable  of  penetrating 
areas  of  a  child’s  world  that  might  be 
off-limits  to  other  forms  of 
advertising.  232  Because  they  penetrate 
the  yoimg  persons’  world,  they  are  very 
effective  in  creating  the  sense  that 
tobacco  use  is  widely  accepted,  which, 
as  stated  in  section  ^.D.3.c.  of  this 
document,  is  extremely  important  to 
children  and  adolescents.  These  items 
act  like  a  badge  that  marks  an  individual 
as  a  member  of  a  group,  another 
attribute  that  makes  them  particularly 
attractive  for  young  people.  There  is  no 
way  to  limit  the  distribution  of  these 
items  to  adults  only.  The  industry 
claims  that  it  already  is  taking  sufficient 
action  to  ensure  that  only  adults  get 
these  items  233  but  as  the  evidence 


*2°IOM  Report,  p.  tlO. 

«*/c/.,p.  133. 

*“/d.,  p.  110. 

233  The  Cigarette  Advertising  and  P*roniotion 
Code,  subscribed  to  by  the  major  cigarette 
manufacturers,  contains  three  provisions  that 
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indicates,  a  subsjtantial  number  of  yoimg 
people  have  them.  As  noted  in  this 
section,  almost  one-half  of  young 
smokers  and  one-quarter  of  nonsmokers 
have  one  or  more  items.  Moreover,  even 
were  items  to  be  distributed  to  adults 
only,  this  would  not  prevent  the  wearers 
from  becoming  walking  advertisements 
that  would  continue  to  display  the 
attractive  imagery. 

For  all  these  reasons,  FDA  finds  that 
all  nontobacco  items  that  bear  cigarette 
or  smokeless  tobacco  brand  logos  are 
capable  of  playing  a  significant  role  in 
a  young  person’s  decision  to  engage  in 
tc^cco  use.  Because  no  distinction 
among  these  products  is  apparent,  and 
no  way  of  limiting  their  availability  to 
adults  is  possible,  FDA  finds  that  the 
most  dire^  and  effective  means  of 
controlling  their  appeal  to  adolescents 
and  children  under  the  age  of  18  is  to 
prohibit  manufacturers,  distributors, 
and  retailers  of  tobacco  products  from 
distributing  or  selling  them. 

(78)  One  comment  opposed 
§  897.34(a)  because  the  comment  argued 
that  the  provision  would  impose 
restrictions  on  an  otherwise  lawful  use 
of  trademarks.  It  stated  that  §  897.34(a) 
would  prohibit  the  right  of  any 
trademark  owner  to  use  a  trademark  for 
the  sole  reason  that  the  trademark  is 
used  by  another  party  on  tobacco 
products.  The  comment  stated  that 
§  897.34(a)  also  would  prevent  large 
distributors  and  retailers,  who  handle  a 
wide  variety  of  both  tobacco  and 
nontobacco  products,  firom  distributing 
or  selling  any  product  which  happened 
to  bear  the  same  or  similar  mark  as  that 
used  on  a  tobacco  product.  The 
comment  stated  that,  for  example, 
grocery  markets  could  not  stock  or  sell 
Beechnut  baby  food  or  chewing  gum 
because  Beec^ut  also  is  used  as  a 
trademark  for  chewing  tobacco  even 
though  the  manufacturers  are  two 
different  companies  with  the  same 
name.  It  stated  that  the  Lanham  Act  (15 
U.S.C.  1051  (1996))  would,  and  in  fact 
does,  permit  such  identically  branded 
products  to  coexist  in  the  marketplace 
because  of  the  absence  of  any  likelihood 
that  these  products  would  be  associated 
or  confused  with  each  other. 

FDA  recognizes  that  §  897.34(a)  as 
proposed  created  imintended  confusion 
and  therefore  will  amend  the  provision 
to  clarify  the  agency’s  meaning.  Changes 
have  been  made  that  are  intended  to 
clarify  §  897.34(a)  so  that  retailers  and 
distributors  of  domestic  tobacco 
products  are  not  included,  thus 

address  the  necessity  of  preventing  anyone  under 
the  age  of  21  horn  getting  promotional  items. 


avoiding  the  problem  identified  with 
the  comment  and  making  it  possible  for 
grocers  to  sell  Beechnut  baby  food  and 
Beechnut  tobacco  products. 

(79)  Several  comments  stated  that 
§  897.34(a)  would  unlawfully  constrain 
^e  separate  and  distinct  activity  of 
trademark  diversification  in  connection 
with  products  that  are  unrelated  to  the 
marketing  of  tobacco  products  by 
cigarette  manufacturers.  One  comment 
contended  that  general  bans  on  the 
licensing  of  brand  logos  pertaining  to 
tobacco  products  are  incompatible  with 
long-established  principles  of 
international  trademark  law.  'The 
comment  asserted  that  the  use  of  such 
trademarks  in  a  nontobacco  context  is 
not  an  indirect  means  of  advertising  or 
promoting  tobacco  products.  The 
comment  stated  further  that  it  is  an 
increasingly  common  practice  in  many 
industries  to  “spin  off’  new  products  by 
marketing  them  under  a  trademark  that 
has  acquired  some  cachet  or  represents 
quality.  It  stated  that  such  licensed 
products  are  not  marketed  in  an  effort 
to  sell  the  “root’’  product,  rather,  the 
trademark  has  some  “detachable” 
qualities  that  help  build  demand  for  the 
licensed  goods.  It  stated  that  the  stime 
is  true  of  marketing  a  nontobacco 
product  under  the  trademark  of  a 
tobacco  product. 

FDA  cannot  agree  with  the  comments’ 
claims.  While  the  agency  recognizes  that 
the  use  of  these  trademarks  on  hats  and 
tee  shirts  promotes  the  underlying 
tobacco  product  by  continuing  the 
extensive  imaging  in  these  venues. 
Moreover,  as  die  court  in  Public  Citizen, 
869  F.2d  at  1549,  n.  15,  recognized, 
branded  nontobacco  items  might  be  the 
most  effective  type  of  promotion  to 
yoimg  people.  Therefore,  failiure  to 
include  this  form  of  advertising  and 
promotion  in  the  regulation,  would 
weaken  considerably  FDA’s  efforts  to 
reduce  the  appeal  of  these  products  to 
young  people  under  18,  and  would 
undermine  the  agency’s  access 
restrictions. 

The  agency  also  disagrees  with  the 
comment’s  suggestion  &at  §  897.34(a) 
effects  a  taking  (or  deprivation  of  a 
property  right)  by  prohibiting  the  use  of 
tobacco  trademarks  to  market 
nontobacco  products.  Section  897.34(a) 
clearly  relates  to  commercial  speech  and 
the  comment  is  merely  attempting  to 
cloak  commercial  messages  with  the 
issues  of  registrability  and  value  of  well- 
known  trademarks.  As  discussed  in 
section  XI.  of  this  document,  the  agency 
has  determined  that  this  regulation  does 
not  effect  a  taking  compensable  imder 
the  Fifth  Amendment. 


'One  comment  that  supported  FDA’s 
proposal  stateiLthat  smokeless  tobacco 
makers  circumvent  the  FTC  regulation 
that  covers  the  use  of  brand  names  of 
smokeless  tobacco  products  on 
promotional  items  such  as  caps  and  tee- 
shirts.  For  instance,  rather  than  stop 
making  such  items,  U.S.  Tobacco  has 
registered  Skoal  Bandit  Racing,  Skoal — 
Copenhagen  Pro  Rodeo,  and  Skoal 
Music  as  service  marks  and  places  these 
names  on  many  of  the  items  it  offers  the 
public,  thereby  evading  FTC’s 
regulation.  The  comment  stated  that  this 
experience  demonstrates  the  need  for 
regulations  of  this  sort  to  be 
comprehensive. 

The  comment  stated  further  that  there 
may  be  other  relatively  easy  ways 
around  §  897.34(a).  It  stated  that  if  the 
rights  to  a  brand  name  were  transferred 
to  an  entity  that  was  not  a  manufactiuer, 
distributor,  or  retailer  that  this  separate 
entity  could  then  license  back  the  use  of 
the  brand  name  to  the  tobacco  company 
6ind  proceed  to  market,  license, 
distribute,  or  sell  other  goods  and 
services  using  that  same  brand  name. 
The  comment  stated  that  one  way  to 
close  this  loophole  would  be  to  require 
manufacturers  to  own  the  trademeuks 
and  the  rig^hts  to  all  eissociated  symbols 
for  each  brand  they  produce. 

FDA  disagrees  with  these  comments 
and  believes  that  the  concerns 
expressed  are  misplaced.  Section 
897.34(a)  prohibits  all  use  of  the  Skoal 
brand  name  on  nontobacco  items, 
whether  used  alone,  i.e.,  “SKOAL,”  or 
with  other  words,  such  as  “Skoal  Racing 
Bandit.”  In  addition,  the  provision 
forbids  not  just  the  use  of  the  brand 
name,  logo,  etc.  by  the  manufacturer  but 
also  the  miurketing,  licensing, 
distributing,  selling  of  them,  or  the 
causing  of  any  of  those  activities;  thus, 
effectively  preventing  the  tjqie  of 
license-transfer  arrangement  described 
in  the  comment. 

(80)  Several  comments  stated  that 
FDA  cannot  ban  contests  and  lotteries 
under  section  520(e)  of  the  act,  because 
they  are  not  devices.  Moreover,  the 
comments  stated  that  existing  laws  and 
regulations  provide  adequate  protection 
and  to  the  extent  that  the  participation 
of  minors  in  these  activities  is  a  problem 
the  States  already  have  ample  power  to 
regulate  them. 

In  addition,  a  comment  stated  that 
FDA  offered  no  evidence,  or  citation  to 
studies,  that  contests,  lotteries,  or  games 
involving  tobacco  products  have 
particular  appeal  to  adolescents. 
Moreover,  the  comment  stated,  that  any 
inability  to  quantify  peirticipation  by 
youth  does  not  mean  that  the  agency 
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can  ban  an  entire  form  of  promotion  to 
adults. 

One  comment  pointed  out  that,  by 
law,  customers  wishing  to  participate  in 
games  of  chance  or  similar  promotional 
activities  must  be  adults.  The  comment 
stated  that  banning  such  activity  bears 
no  relationship  to  achieving  FDA’s 
stated  purpose.  The  sole  effect  of  FDA’s 
ban  would  be  to  imjustly  impair  the 
relationship  between  tobacco 
manufacturers,  retailers,  and  their  adult 
customers. 

One  comment  stated  that  the  agency 
should  not  prohibit  all  use  of  contests 
or  games  of  chance  by  the  tobacco 
industry  because  regulations  already 
exist  and  are  enforced  by  the  Bureau  of 
Alcohol,  Tobacco,  and  Firearms  (BATF). 

Another  comment  stated  that  the 
proposed  rule  misunderstands  the 
nature  of  such  activities,  misrepresents 
the  appeal  of  promotions,  and  assumes 
without  proof  that  promotions  induce 
young  people  to  smoke.  It  stated  that 
promotional  activities  are  not 
imdertaken  to  encourage  people,  young 
or  old,  to  smoke,  but  rather  to  introduce 
existing  smokers  to  the  brand  being 
promoted  and  to  provide  them  with 
incentives  to  choose  that  brand  over 
others.  Moreover,  participation  in  such 
games  is  expressly  limit^  to  smokers 
who  are  21  years  of  age  or  older. 

Conversely,  one  comment  provided 
support  for  the  1995  proposed  rule.  It 
stated  that,  Wlule  it  is  unlikely  that 
anyone  under  l8  years  of  age  actually 
has  ever  received  any  of  the  major 
prizes  or  offers  from  the  give-aways,  the 
award  of  prizes  is  not  the  point  of  these 
marketing  tools.  It  stated  that  the 
consumer’s  participation  in  the  fantasy 
of  the  prize  in  association  with  the 
^  brand  being  promoted  is  the  reason 
these  contests  are  used. 

FDA  has  been  persuaded  by  the 
comments  to  mo^fy  §  897.34(b) 
regarding  lotteries  and  games  of  chance 
in  connection  with  nontobaCco  items. 
Federal  law  already  prohibits  “any 
certificate,  coupon,  or  other  device 
purporting  to  be  or  to  represent  a  ticket, 
chance,  share,  or  an  interest  in,  or 
dependent  on,  the  event  of  a  lottery  to 
be  contained  in,  attached  to,  or  stamped, 
marked,  written,  or  printed  on  any 
package  of  tobacco  products’’  (26  U.S.C. 
5723(C)).  BATF  has  issued  regulations 
enforcing  this  provision  (27  CFR 
270.311). 

In  addition,  although  no  Federal 
agency  has  issued  specific  restrictions 
on  games  of  chance  and  lotteries  in 
connection  with  advertising  of  tobacco 
products.  Federal  and  State  law  prohibit 
gtunes,  contests,  and  lotteries  if  based  on 


product  purchase  (18  U.S.C.  1302-1307, 
1341  (1995)).  Given  these  existing 
Federal  requirements,  the  agency  has 
concluded  that  there  is  no  need  to  add 
FDA  regulations.  Therefore,  §  897.34(b) 
has  been  modified  to  delete  the 
provision  concerning  lotteries  and 
games  of  chance  but  to  continue  to  the 
prohibition  of  gifts  and  proof  of 
purchase  acquisitions. 

It  must  be  imderstood,  however,  that 
advertising  for  games,  lotteries,  or 
contests  may  not  contain  any  indicia  of 
product  identification  other  than  black 
text  on  a  white  backgroimd,  since  the 
advertisement  for  a  contest  in  the  name 
of  a  tobacco  brand,  or  identifiable  as  a 
tobacco  brand,  is  restricted  to  text-only 
format  as  required  in  §  897.32(a).  The 
agency  points  out  that,  as  part  of  the 
review  of  the  regulation  that  it  plans  to 
imdertake  in  2  years,  FDA  intends  to 
consider  the  effect  of  games  of  chance 
and  lotteries  on  young  people  and 
determine  whether  additional 
regulations  are  necessary. 

Based  on  the  evidence  amassed 
dviring  its  investigation,  and  the  surveys 
described  in  the  preamble  to  the  1995 
proposed  rule  (60  FR  41314  at  41336) 
and  submitted  during  the  comment 
period,  FDA  has  concluded  that 
nontobacco  items  (identified  with  a 
tobacco  brand),  either  sold,  given  away, 
or  provided  for  proof  of  pur^ase  arV  an  • 
instrumental  form  of  advertising  in 
affecting  young  people’s  attitudes 
towards  and  use  of  tobacco.  Moreover, 
banning  this  form  of  advertising  is 
essential  to  reduce  tobacco  consumption 
by  yoimg  people.  This  form  of 
advertising  has  grown  in  importance 
over  the  last  20  years.  As  discussed  in 
this  section,  expenditures  rose  from  2.1 
percent  in  1975  to  8.5  percent  in  1980 
(60  FR  41314). 

Studies — ^A  Gallup  survey  fmmd  that 
about  one-half  of  young  smokers  and 
one  quarter  of  all  non-smokers,  own  at 
least  one  promotional  item  (60  FR  41314 
at  41336).  Another  study,  detailed  more 
fully  in  this  section,  found  that 
participation  in  tobacco  company 
promotions  (owning  an  item,  collecting 
coupons  for  gifts,  or  having  a  catalogue) 
by  12  to  17  year  olds  is  more  predictive 
of  susceptibihty  to  use  of  tobacco 
products  than  smoking  by  those  close  to 
the  individual.  Another  study,  by  Slade, 
foimd  that  25.6  percent  of  12  to  13  year 
olds  and  42.7  percent  of  16  to  17  year 
olds  participate  in  promotional 
programs  such  as  Camel  Cash  and 
Marlboro  miles  (60  FR  41314  at  41336). 

Evidence  Provided  by  Industry 
Members — ^Two  separate  studies  done 
for  RJ.  Reynolds,  and  described  in  this 


section,  foimd  that  tee  shirts  were  a 
significant  source  of  information  about 
tobacco  for  some  young  people  and  that 
these  items  performed  best  among 
young  people. 

A  ban  on  this  type  of  advertising  will 
prevent  the  “something  for  nothing 
appeal’’  of  give  aways  and  proofs  of 
purchase  and  will  eliminate  the  walking 
billboard,  who  can  enter  schools  and 
other  locations  where  advertising  is 
inappropriate.  Thus,  FDA  concludes 
that  the  restriction  it  is  adopting  on  this 
type  of  promotional  material  will 
directly  advance  FDA’s  efforts  to 
substantially  reduce  consumption  of 
tobacco  products  by  children  and 
adolescents  imder  18. 

8.  Section  897.34(c) — Sponsorship  of 
Events 

Proposed  §  897.34(c)  provided  that 
“no  manufacturer,  distributor,  or  retailer 
shall  sponsor  or  cause  to  be  sponsored 
any  athletic,  musical,  artistic  or  other 
social  or  culttiral  event,  in  the  brand 
name,  logo,  motto,  selling  message, 
recognizable  color  or  pattern  of  colors, 
or  any  other  indicia  of  a  product 
identification  similar  or  identical  to 
those  used  for  tobacco  or  smokeless 
tobacco  products.’’  Proposed  §  897.34(c) 
would  have  permitted  a  manufactmer, 
distributor,  or  retailer  to  sponsor  or 
cause  to  be  sponsored,  any  athletic, 
musical,  artistic  or  other  social  or 
cultural  event  in  the  name  of  the 
corporation  that  manufactures  the 
tobac:co  product,  provided  that  both  the 
registered  corporate  name  and  the 
corporation  were  in  existence  before 
January  1, 1995. 

The  preamble  to  the  1995  proposed 
rule  explained  that  sponsorship  by 
cigarette  and  smokeless  tobacco 
companies  associates  tobacco  use  with 
exciting,  glamorous,  or  fun  events  such 
as  car  racing  and  rodeos,  and  provides 
an  opportunity  for  “embedded 
advertising’’  that  actively  creates  a 
“firiendly  familiarity’’  between  tobacco 
*  and  sports  enthusiasts,  many  of  whom 
are  children  and  adolescents.  The 
preamble  to  the  1995  proposed  rule 
dted  several  studies  that  demonstrate 
the  impact  of  sponsorship  on  consumer 
attitudes  (60  FR  41314  at  41337  through 
41338).  The  proposed  restriction  was 
intended  to  break  the  link  between 
tobacco  company-sponsored  events  and 
use  of  tobacco  and  reduce  the  “friendly 
familiarity’’  that  sponsorship  generates 
for  a  brand. 

(81)  FDA  received  a  substantial 
number  of  comments  concerning  the 
agency’s  1995  proposal  on  sponsorship, 
including  comments  submitted  by  the 


44528  Federal  Register  /  VoL  61,  No.  168  /  Wednesday.  August  28,  1996  /  Rules  and  Regulations 


tobacco  industry,  motorsport  industry, 
advertising  agencies,  adult  smokers, 
medical  professionals,  public  interest 
groups,  and  racecar  drivers. 
Approximately  300,000  individuals 
submitted  a  form  letter  that  was 
produced  by  1  tobacco  manufacturer. 
The  form  letter  inaccurately  referred  to 
the  1995  proposal  as  a  “ban  on  tobacco 
sponsorship  of  events  including 
concerts.  State  fairs  and  consiuner 
promotions”  whereas  the  agency 
proposed  to  permit  tobacco  company 
sponsorship  of  all  events  to  continue  as 
long  as  they  are  in  the  corporate  name. 
Other  comments  submitted  by  the 
tobacco  industry,  adult  smokers,  and 
motorsport  industry  strongly  objected  to 
the  provision.  In  contrast,  those 
comments  submitted  by  public  interest 
groups,  medical  professionals,  and  some 
racec€ur  drivers  strongly  supported  the 
provision. 

In  response  to  conunents,  the  agency 
has  modified  this  provision  to  prohibit 
all  sponsored  entries  and  teams  using 
the  brand  name  in  addition  to  the 
prohibitions  that  were  proposed. 
Moreover,  the  final  rule  clarifies  that  the 
corporate  entity  that  can  sponsor  events, 
teams  and  entries  must  not  only  be 
registered  but  that  the  registration  must 
be  in  active  use  in  the  United  States, 
and  the  corporate  name  caimot  include 
any  indicia  of  product  identification 
“that  are  identical  or  similar  to,  or 
identifiable  with,  those  used  for  any 
brand  of  cigarettes  or  smokeless 
tobacco.” 

(82)  Several  comments  addressed  the 
issue  of  whether  yoimg  people  attend, 
or  even  see,  sponsorship  events.  Some 
comments  opposed  the  provision, 
arguing  that  sponsored  events  (such  as 
motorsport  events  and  seniors  golf 
tournaments)  are  created  for  and 
attended  by  adult  smokers,  and  that 
there  is  no  credible  evidence  that  these 
events  are  targeted  at,  created  for, 
attended  by,  or  even  seen  by  significant 
numbers  of  children  and  adolescents. 
One  comment  stated  that  “contrary  to 
FDA’s  assertions,”  the  industry  takes 
special  steps  to  ensiu«  that  material 
distributed  at  events  is  not  attractive  to 
minors.  One  comment  stated  that 
“[rjecent  industry  studies  demonstrate 
that  the  overwhelming  majority  of  fans 
at  motorsports  events  are  adults,”  and 
that  “for  example,  97  percent  of 
NASCAR  Winston  Cup  Series  race 
attendees  are  18  years  of  age  and  older 
[and]  [m]ore  than  90  percent  of  NHRA 
Winston  Drag  Racing  Series  attendees 
are  21  years  old  and  older.”  The 
imderlying  studies  were  not,  however, 
cited  or  attached  to  the  comment. 


One  comment  added  that  motorsport 
events  are  not  seen  by  “significant” 
numbers  of  children  under  the  print 
media  standard  proposed  by  FDA  (i.e., 
the  “15  percent/2  million  benchmark”). 
The  comment  argued  that: 

[o]n  the  one  hand,  the  agency  concedes 
that  image  advertising  is  permissible  in 
publications  with  a  primarily  adult 
readership  because  “the  effect  of  such 
advertising  on  young  people  would  be 
nominal,”  but  on  the  other  hand,  it  attempts 
to  measure  the  impact  of  cigarette  brand 
sponsorships  *  *  *  by  using  statistics  on  the 
viewing  audience  of  sponsored  motorsport 
events  without  recognizing  that  these  figures 
demonstrate  the  fact  that  the  vast  majority  of 
viewers  of  such  events  are  adults. 

The  comment  stated  that: 

[I]n  fact,  the  64.05  million  imderage 
viewers  of  the  354  motorsport  broadcasts 
studied  represents  only  7  percent  of  the  total 
viewing  audience  of  these  broadcasts.  This 
averages  out  to  180,806  underage  viewers  per 
event.  These  figures  are  far  below  the  15 
percent  and  two  million  readership 
benchmarks  that  are  permitted  for  image 
advertising  in  print  media. 

*  *  *  « 

The  comment  also  stated  that  FDA 
made  no  attempt  to  measure  the 
percentage  of  adolescents  in  the  live 
gate  of  sponsored  events,  and  that 
industry  estimates  indicate  that  the 
overwhelming  percentage  of  fans 
attending  motorsport  events  are  adults. 

•  Ohe  comment  stated  that  the  price'of 
a  typical  ticket  to  a  stock  car  race  event 
is  expensive  enough  to  preclude  adults 
finm  taking  their  ^Idren  to  events  and 
to  preclude  children  themselves  finm 
attending  these  events. 

Other  comments  supported  the 
provision,  stating  that  tennis 
tournaments,  sports  car,  motorcycle  and 
powerboat  racing,  and  rodeos  all  eue 
aimed  at  sports  enthusiasts,  many  of 
whom  are  children  or  teenagers,  and 
that  rock  concerts  and  covmtry  music 
festivals  are  “magnets”  for  adolescents. 

One  comment  stated  that: 

[it]  is  also  no  coincidence  that  when  the 
tobacco  industry  sponsors  events  where  the 
audience  is  almost  entirely  educated  adults, 
the  sponsorship  is  in  the  name  of  the 
corporation  (i.e.,  art  exhibits,  modem  dance 
companies),  but  when  the  event  fits  the 
psychological  image  the  tobacco  industry 
needs  to  attract  adolescents,  the  sponsorship 
is  in  the  name  of  the  brand  most  likely  to 
appeal  to  those  children  (Virginia  Slims, 

.  Marlboro,  Winston,  Skoal  Bandit) 

The  agency,  which  acknowledges  the 
comments’  reports  on  the  number  of 
yotmg  people  at  events,  did  not  receive 
any  data  to  support  or  refute  these 
ntimbers.  However,  recent  reports  in  the 
press  indicate  that  the  number  of  young 
people  attending  these  events  may  be 
growing. 


In  NASCAR  we  found  a  great  kids’ 
business.  I  was  astounded  by  their 
information,  statistics  and  demographics 
regarding  kids.  [Fred  Siebert,  president  of 
Hanna-Barbera,  Inc.,  explaining  why  the 
company  is  sponsoring  a  cartoon  race  car  to 
appear  in  NASCAR  races  emblazoned  widi 
Fred  Flintstone  and  other  cartoons  on  the 
hood.)  After  reviewing  the  1995  NASCAR 
season,  we  concluded  that  a  sizable  number 
of  attendees  at  NASCAR  events  were  families 
with  kids  ages  6-11.  Yet  we  felt  NASCAR 
was  not  specifically  serving  that  audience. 
[Gary  Bechtel,  owner  Diamond  Ridge 
Motorsports,  who  will  field  a  NASCAR  car 
and  team  named  Cartoon  Network  Wacky 
Racing.] 

***** 

We  looked  at  NASCAR  and  saw  how 
quickly  it  was  growing  nationally  and  the 
foct  that  so  many  families  go  to  the  races  it 
seemed  like  a  natural  fit.  *** 

Moreover,  the  agency  finds  that  64.05 
million  vmderage  viewers  (or  180,806 
imderage  viewers  per  event)  is  clearly 
not  “insignificant.”  As  discussed  in  the 
preamble  to  the  1995  proposed  rule,  the 
“Sponsor’s  Report.”  whi^  estimated 
the  value  of  all  product  exposure  for 
most  U.S.  automobile  races,  foimd  that 
354  motorsport  broadcasts  “had  a  total 
viewing  audience  of  915  million  people, 
of  whom  64  million  were  children  and 
adolescents.”  Tlie  preamble  to  the  1995 
proposed  rule  stated:  “the  impact  of 
sponsoring  televised  events  such  as 
these  automobile  races  is  perhaps  most 
apparent  when  one  realizes  that  over  10 
million  people  attended  these  events, 
while  90  times  that  number  viewed 
them  on  television”  (60  FR  41314  at 
41337).  In  addition,  recent  news 
accounts  indicate  that  televising  of  races 
has  increased  both  in  volmne  and 
diversity.  For  example,  television  can 
often  support  three  major  races  in  1  day. 
The  two  cable  ESPN  channels  had  150 
hoins  of  auto  racing  programming  in 
May,  1996,  including  95  hours  of  live 
races,  time  trials,  qualifying  and 
practice  laps. 

The  effect  of  sponsored  events  on  the 
yoimg  people  who  attend  or  see  these 
events  is  enormous.  Advertising  affects 
yoimg  people’s  opinion  of  tobacco 
products,  first,  by  creating  attractive  and 
exciting  images  that  can  serve  as  a 
“badge”  or  identification,  second,  by 
utilizing  multiple  and  prolonged 
exposure  in  a  variety  of  media,  thereby 


2S4  “Diamond  Ridge  Motorsports  and  Hanna- 
Barbera,  Inc.,  to  form  Wacky  ^cing  Team  Changing 
Face  of  NASCAR;  Deal  Launches  C^oon  Network 
Consumer  Branding  Initiative,”  Business  Wire, 
November  10, 1995. 

23S  “Autonlobile  Racing’s  Widening  Appeal  Gets 
the  Flintstones  in  Sponsor  Table,”  The  Times 
Union,  p.  Bll,  Mar^  30, 1996. 

**•  Moore,  S.,  “Ladies  and  Gentlemen,  Start  Your 
Televisions,”  Washington  Post,  May  26, 1996. 
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creating  an  impression  of  prevalence 
and  normalcy  about  tobacco  use,  and 
finally,  by  associating  the  product  with 
varied  positive  events  and  images.  The 
sponsorship  of  events  by  tobacco 
companies  uniquely  acMeves  all  three 
objectives.  Sponsorship  creates  an 
association  l^tween  the  exciting, 
glamorous  or  fun  event  with  the 
sponsoring  entity.  Whether  at  the  live 
gate,  or  on  television,  yoimg  people  vdll 
repeatedly  see  and  begin  to  associate  the 
event,  which  they  are  enjoying,  with  the 
imagery  and  appeal  of  the  product.  All 
of  the  attendant  concerns  of  hero 
worship  of  the  sports  figiues  and 
glamorization  of  the  product  by 
identification  with  the  event  are  . 
present,  whether  there  are  thousands  or 
himdreds  of  thousands  of  young  people 
in  attendance.  Race  car  drivers  are 
extremely  popular  with  young  people 
and  often  are  looked  up  to  as  heroes. 
According  to  one  promoter  of  NASCAR 
properties,  “We’ve  found  that  boys  look 
to  NASCAR  drivers  the  same  way  they 
do  to  heroes,  such  as  firemen, 
policemen,  professional  fighters,  or 
astronauts.”  ^3^ 

Furthermore,  sponsorship  events 
present  a  prolonged  period  of  time  in 
which  to  expose  the  audience,  including 
yoimg  people,  to  the  imagery. 
Sponsorship  events  do  not  provide 
people  with  a  momentary  ^impse  at  the 
imagery,  but  from  1  to  2  or  3  hours  of 
constant  attractive  imagery.  The 
audience  has  more  them  enough  time  to 
associate  the  images  of  the  sporting 
event  or  the  concert  with  the  product. 

The  agency  agrees  that  there  may  be 
some  events  (such  as  seniors  golf 
tournaments)  that  are  primarily 
attended  by  adult  audiences.  The 
agency  also  does  not  claim  that  all 
sponsorship  events  are  attended 
primarily  by  young  people,  but  that  the 
exposure  (wMch  includes  television 
broadcasts)  of  young  people  to 
sponsored  events  is  substantial.  Even  if 
a  small  percentage  of  young  people 
attend  certain  sponsorship  events,  the 
amount  of  television  exposure  that 
yoimg  people  receive  is  substantial. 

In  addition,  the  agency  recognizes 
that  numbers  or  percentages  of  the 
audience  less  thw  18  may  be  lower  than 
the  threshold  established  for  “adult” 
pubheations.  However,  the  type  of 
exposure  in  these  two  media  are 
dr^atically  different.  Young  people 
reading  or  flipping  through  a  magazine 


WilUanu,  S.,  "NASCAR  Races  into  Kid’s 
Licensing,  National  Association  for  Stockcar  Auto 
Racing  Seeking  Promotional  Appeal  and  Other 
Products,”  Children's  Busirtess,  vol.  9,  No.  7,  p.  28, 
July  1, 1994. 


may  momentarily  glance  at 
advertisements  if  ^ey  are  interesting  or 
eye-catching,  and  as  a  result,  the 
exposure,  if  any,  to  one  particular 
advertisement  may  be  brief  (the  average 
time  spent  viewing  an  advertisement  is 
about  9  seconds  23*).  However,  young 
people  who  attend  sponsorship  events 
or  view  them  on  television  are 
unavoidably  bombarded  with  posters, 
sigiis,  hats,  t-shirts,  cars,  and  the  like, 
linked  with  a  fun,  exciting,  or 
glamorous  event  that  they  enjoy  for  a 
prolonged  period  of  time.  Often, 
celebrities  participating  in  these  events 
are  wearing  clothes  and  hats  bearing  the 
brand  name  and  attractive  imagery,  and 
young  people  come  to  associate  a^letes 
who  ^ey  admire  with  tobacco  products. 
The  amount  of  time  viewed  and  the 
positive  association  with  the  event  are 
incalculable  as  persuasive  messages. 
Thus,  the  agency  rejects  the  idea  of 
setting  a  minimum  attendance  threshold 
for  brand  name  advertising. 

(83)  FDA  received  many  comments 
addressing  its  use  of  the  concept  of 
“friendly  familiarity”  in  connection 
with  tobacco  sponsorship  of  events. 
Several  comments  stated  that  FDA 
misunderstood  the  theory,  23s  arguing 
that  sponsorships  and  promotions  do 
not  cause  young  people  to  smoke,  and 
that  FDA  has  failed  to  meet  its  burden 
of  demonstrating  that  a  ban  of  such 
activities  will  result  in  any  decrease  in 
underage  smoking.  In  fact,  according  to 
this  comment,  the  studies  demonstrate 
that  young  people  are  most  familiar 
with  the  brands  of  tobacco  that  are  most 
heavily  advertised. 

One  comment  asserted  that  since 
motorsport  advertising  and  promotion 
comprises  a  small  percentage  of  overall 
tobacco  advertising  (on  the  order  of  4  or 
5  percent  of  total  tobacco  advertising), 
there  is  little  support  for  the  conclusion 
that  tobacco  sponsorship  of  motorsports 
has  any  significant  effect  on  the  rate  of 
youth  smoking. 

One  comment  from  a  26-year  old  ex¬ 
smoker  (who  began  smoking  at  age  10, 
and  smoked  for  13  years)  and  NASCAR 
racing  fan  stated: 

[Mly  favorite  driver  is  sponsored  by  a  beer 
company.  I  don’t  drink  and  I’m  not  going  to 
start  because  my  favorite  driver  has  that 


Fischer,  P.,  J.  Richards,  and  E.  Berman,  “Recall 
and  Eye  Tracking  Study  of  Adolescents  Viewing 
Tobacco  Advertisements,”  JAMA,  vol.  261,  pp.  84- 
89, 1989. 

sssThe  comment  stated  that  "(tihe  need  to 
establish  a  ‘firiendly  familiarity’  with  a  brand  name 
is  not  about  deciding  to  smoke  *  *  *  nor  about 
deciding  to  use  a  commodity  at  all — the  decision  to 
make  a  category  purchase  within  a  mature  product 
category  is  ALREADY  madebefore  advertising 
affects  the  brand  choice  within  the  category.” 


sponsor.  However-  if  I  DID  drink  already.  I 
may  switch  brands  to  support  my  driver.  All 
the  advertising  in  the  world  will  not  sway  me 
(or  most-intelligent  peofle)  to  do  something 
I  wouldn’t  do  anyway. 

In  contrast,  several  comments  labeled 
the  1995  proposed  rule  a  “reasonable 
measure”  and  stated  that  “the  evidence 
cited  by  FDA  in  support  of  this  proposal 
is  substantial  and  entirely  consistent 
with  the  best  available  evidence.”  One 
comment  supported  FDA’s  sponsorship 
restrictions  b^use  sponsorship 
heightens  product  visibiUty,  molds 
consumer  attitudes,  links  the  product 
with  a  particular  lifestyle,  and  thus 
increases  sales. 

One  comment  commended  FDA  for 
drawing  a  “reasonable  line — one  that 
allow's  tobacco  companies  to  continue  to 
sponsor  events  and  therefore  to  reap  the 
corporate  good  will  that  flows  from 
sponsorship,  but  compels  the 
companies  to  jettison  the  hard-sell 
message  that  now  typifies  these  events.” 

Several  comments  stated  that  the 
events  sponsored  by  tobacco  companies 
have  a  direct  and  powerful  impact  on 
young  people  because  they  are  fun, 
exciting,  and  glamorous,  and  events 
such  as  tennis  tournaments  (Virginia 
Slims),  sports  car  (NASCAR), 
motorcycles  and  powerboat  racing, 
rodeos,  rock  concerts,  and  country 
music  festivals  are  aimed  at  sports  and 
music  enthusiasts,  including  children  or 
teenagers.  The  comment  stated  that 
wheii  minors  view  these  events,  either 
in-person  or  on  the  television,  they  are: 
“inundated  with  images  of  the 
brandname  or  product  logo  (which  are 
pasted  on  uniforms,  vehicles,  signs  and 
virtually  every  surface  imaginable), 
creating  a  direct  and  compelling 
association  between  the  product  and  an 
enjoyable  event.” 

The  comment  stated  that  children  and 
young  adults  are  particularly  vulnerable 
to  this  sort  of  product  advertising, 
because  adolescence  is  the  time  of  life 
during  which  identities  are  shaped.  The 
comment  further  stated  that  there  is 
ample  evidence  that  demonstrates  that 
the  sponsorship  of  events  leads  to  strong 
associations  between  the  event  and  the 
brandname,  that  in  turn  influences  the 
purchasing  decisions  of  minors. 

One  comment  stated  that  Virginia 
Slims’  sponsorship  of  tennis  was  vital  to 
the  image  advertising  Philip  Morris 
used  to  sell  Virginia  Slims  tobacco  to 
adolescent  girls,  and  that  Marlboro 
sponsorship  of  racing  events  is  no  less 
effective  with  adolescent  boys.  The 
comment  stated  that  sports  sponsorship 
has  a  secondary  impact  because  “[the 
athletes  who  participate  in  the 
sponsored  event,  whether  they  be  race 
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car  drivers  or  tennis  players,  become 
walking  advertisements  and  role 
models.”  The  comment  stated  that  “[a]s 
reflected  by  the  Industry’s  own  Code, 
everyone  agrees  that  athletes  should  not 
endorse  to^cco  products  because  of  her 
potential  impact  on  children,  but  being 
a  spokesperson  for  the  Virginia  Slims 
Tennis  Tournament,  NASCAR  racing, 
etcetera  is  no  less  effective.” 

The  agency  finds  that  the  evidence 
regarding  the  effect  of  advertising  and 
sponsorship  on  children’s  smoking 
behavior  is  persuasive  and  more  than 
sufficient  to  justify  this  regulation.  The 
preamble  to  the  1995  proposed  rule 
described  the  available  evidence  and 
explained  why  the  agency  is  regulating 
sponsored  events.  The  evidence 
demonstrates  that  sponsorship  of 
sporting  events  by  tobacco  companies 
can  lead  young  people  to  associate 
brand  names  vrith  certain  life  styles  or 
activities  and  can  afliect  their  purchasing 
decisions  (60  FR  41314  at  41336 
through  41338).  The  industry,  in  its 
comments,  has  questioned  the  relevance 
of  the  evidence  but  has  failed  to 
demonstrate  that  FDA’s  tentative  views 
were  ivrong  (the  industry’s  criticisms  of 
the  individual  studies  are  described 
below). 

Sponsorship  events  actively  create  an 
association  between  tobacco  and  event 
enthusiasts.  People  under  the  age  of  18 
are  still  forming  attitudes  and  beliefs 
about  tobacco  use.  see  smoking  and 
smokeless  tobacco  use  as  a  coping 
mechanism,  a  gauge  of  matiuity.  a  way 
to  enter  a  new  peer  group,  or  as  a  means 
to  display  independence  (60  FR  41314 
at  41329).  This  final  rule  is  intended  to 
break  the  link  between  tobacco  brand- 
sponsored  events  and  images  and  use  of 
tobacco  by  young  people.  In  addition, 
the  tobacco  industry  itself  has 
recognized  the  vulnerability  of  young 
people  to  advertising  featuring  sports 
heroes  and  other  celebrities.  In  its  1994 
Code,  the  cigarette  industry  promised 
that  “No  sports  or  celebrity  testimonials 
shall  be  used  or  those  of  others  who 
would  have  special  appeal  to  persons 
under  21  years  of  age.”  The  impact 
of  tobacco’s  association  with  the  race 
driver,  the  car,  or  the  event  is  no  less 
powerful  and  no  less  persuasive. 

Finally,  although  motorsport 
advertising  comprises  only  a  small 
percent  of  overall  tobacco  advertising, 
its  effect,  like  that  of  magazines,  or  hats 
and  tee  shirts,  is  cumulative.  Each 
separate  advertising  venue,  in  and  of 
itself,  does  not  produce  the  entire  eflect. 


Cigarette  Advertising  and  Promotion  Code, 
1990. 


However,  taken  together,  the  effect  of 
each  advertising  exposure  is  magnified 
beyond  each  discrete  exposure,  to  create 
the  impression  that  cigarette  and 
smokeless  tobadco  use  is  widesplead 
and  widely  accepted.  These 
impressions,  as  stated  in  section 
rV.D.3.c.  of  this  document,  are  very 
influential  to  children  and  adolescents. 

(84)  Several  comments  criticized  in 
detail  the  studies  relied  on  by  FDA  to 
show  the  effect  that  sponsorship  has  on 
young  people. 

One  comment  stated  that  the  studies 
relied  on  by  FDA  (40  FR  41331  and 
41332)  do  not  provide  scientifically 
valid  support  for  the  conclusion  that 
there  is  a  causal  relationship  between 
the  promotional  and  sponsorship 
activities  banned  under  §  897.34(c)  and 
the  problem  of  underage  smoking. 

The  agency  proposed  to  regvdate 
sponsor*^  events  based  upon  its 
tentative  finding  that  the  best  evidence 
supported  such  regulation.  Although  the 
comments  argued  that  the  studies  are 
inadequate,  the  comments  offered  no 
new  evidence  to  suggest  that  the 
conclusions  are  invalid. 

(85)  One  comment  argued  that 
although  the  conclusion  reached  by  an 
impublished  paper  by  John  Slade  is 
that  7  percent  of  the  viewing  audiences 
for  NASCAR  races  are  youths,  the 
NASCAR  Demographics  brochure  states 
that  “NASCAR  records  of  the  age  of 
persons  who  attend  motorsport  events 
show  that  only  3  percent  are  youths.” 
The  comment  stated  that  this  does  not 
constitute  a  principled  basis  for 
outlawing  tobacco  company 
sponsorship  of  these  races  even  if  every 
other  assumption  FDA  makes  about  the 
impact  of  event  sponsorship  were  true. 

"The  agency  disagrees  with  the 
comments  on  the  paper  by  Dr.  Slade. 
Slade’s  paper  established  that  these 
events  are  attended  by  and  seen  by  a 
lai-ge  number  of  yoimg  people.  The 
study  measiired  its  stated  objective,  it 
establishes  the  imporiant  fact  that 
children  are  being  unavoidably  exposed 
over  and  over  again  to  attractive  and 
appealing  images  associated  with 
tobacco  products  at  NASCAR  events. 

The  study  establishes  that  young  people 
are  present  at  events  where  a  popular 
sport  is  associated  with  tobacco  on 
signs,  cars,  people,  etc. 

The  agency  also  disagrees  with  the 
comment  that  suggested  that  the  price  of 
tickets  to  motorsport  events  was 


60  FR  41314  at  41337,  n.  225;  citing  Slade.  J., 
“Tobacco  Product  Advertising  During  Motorsports 
Broadcasts;  A  Quantitative  Assessment.” 
presentation  at  the  9th  World  Conference  on 
Tobacco  and  Health,  October  10-14, 1994. 


sufficiently  high  to  preclude  adults  from 
taking  their  children  to  see  them.  In  fact, 
some  motorsport  events  allow  children 
to  attend  fi^  of  charge  or  offer  discount 
tickets  for  children.  242 

(86)  One  comment  stated  that  the 
study  performed  by  Aitken,  et  al.  243  (tbe 
Aitken  study)  did  not  attempt  to  gauge 
whether  exposure  to  tobacco-sponsored 
events  or  teams  engendered  favorable 
feelings  for  tobacco  products  in  the 
surveyed  young  people  and  stated  that 
the  study  only  addressed  the  effect  of 
factors  such  as  sex,  age,  and 
socioeconomic  status  on  aw£ueness  of 
cigarette  sponsorships.  The  comment 
also  stated  that  the  Aitken  study  did  not 
test  the  effect  of  sponsorship  activities 
in  this  country,  and  that  FDA  ignores 
the  fact  that  tobacco  companies  sponsor 
a  wider  variety  of  more  popular  sports 
in  the  United  Kingdom,  such  as 
“snooker,  cricket  and  darts.”  Finally, 
the  comment  accused  FDA  of  “selective 
reading,”  citing  FDA’s  omission  of  a 
statement  made  by  the  authors  when 
discussing  past  studies  that  even  though 
minors  may  be  aware  of  the 
sponsorships,  “[t]his  of  course  does  not 
mean  that  cigarette  advertising  plays  a 
part  in  inducing  children  to  start 
smoking.”  The  comment  also  criticized 
the  author  of  the  study  for  stating  that 
even  though  very  few  of  the  primary 
schoolchildren  named  John  Player 
Special  or  Marlboro  as  being  associated 
with  racing,  “[t]his  suggests  that 
linkages  or  associations  between  brand 
names  (or  their  visual  cues)  and  exciting 
sports  are  often  imconscious,  or  at  the 
very  least,  not  readily  retrieved  by 
consciousness  (Aitken  et  al.,  p.  209).” 
The  comment  claims  “(tjhat 
astonishingly  biased  hypothesis  was  not 
tested  by  any  questions  that  attempted 
to  probe  the  “imconscious”  or  the 
“consciousness”  of  the  interviewees.” 

The  agency  disagrees  with  the 
comment’s  criticism  of  the  Aitken 
study.  This  study  conducted  in  the 
United  Kingdom  demonstrated  that 
primary  schoolchildren  who  said  that 
they  intended  to  smoke  when  they  were 
older  tended  to  be  more  favorably 
disposed  to  cigarette  advertising. 
Moreover,  Aitken’s  comment  that  this 


*42  See,  e.g..  Rosewater,  A.,  “Retirement  is  no 
Drag  for  Prudhonune,"  Plain  Dealer,  p.  7D,  June  4, 
1996;  “Fun  Book  96/  This  Spectator  Sport;  Easy 
Over,”  Newsday,  p.  80,  May  19, 1996;  Schmiedel, 
M.,  “Motor  Sports  World  Motorcycle  Trials  in 
Exeter  Next  Weekend,”  The  Providence  Journal- 
Bulletin,  p.  13D,  May  19, 1996. 

*4*60  FR  41314  at  41337,  n.  226;  citing  Aitken. 

P.  P.,  D.  S.  Leather,  and  S.  I.  Squair,  “Children’s 
Awareness  of  Cigarette  Brand  Sponsorship  of  Sports 
and  Games  in  the  UK,”  Health  Education  Research. 
Theory  and  Practice,  vol.  1,  pp.  203-211, 1986. 


Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Rules  and  Regulations  44531 


study  did  not  mean  that  advertising 
plays  a  part  in  inducing  children  to  start 
smoking*'  is  an  accurate  statement  of  the 
study,  llie  purpose  of  the  study  was  to 
examine  the  effect  of  sponsorship  on 
children’s  awareness  of  tobacco 
sponsorship  and  brand  name 
identification  with  that  sport,  not  on 
their  smoking  behavior.  This  fact  is  not 
a  flaw  but  a  description  of  the  study 
design  and  the  study’s  limitations.  The 
study,  however,  is  quite  useful  in 
showing  the  effect  of  sponsored  events 
on  yoxmg  people’s  awareness  of  brands. 

In  addition,  the  comment  selectively 
quoted  a  portion  of  the  Aitken  study 
(regarding  linkages],  while  ignoring  the 
reason  the  statement  was  made.  The 
author  of  the  study  made  this  statement 
in  the  context  of  the  finding  that 
whereas  only  9  percent  of  die  primary 
schoolchildren  named  John  Player 
Special  or  Marlboro  as  sponsoring  or 
being  associated  with  racing  cars,  47 
percent  of  primary  schoolchildren  chose 
John  Player  Special  or  Marlboro  as  being 
liked  by  “someone  who  likes  excitement 
and  fast  racing  cars.’’  The  authors  also 
found  that  linkages  or  associations 
between  cigarette  brand  nanes  (or  their 
visual  cues)  and  exciting  sponsored 
sports  can  be  elicited  by  simple 
advertisements,  even  among  children 
who  do  not  have  a  critical  awareness  of 
the  purpose  of  commercial  sponsorship. 
This  type  of  linkage  is  the  primary 
issue,  rather  than  whether  such 
information  is  “conscious”  or 
“imconscious”  in  nature. 

(87)  One  comment  stated  that  the 
study  performed  by  Ledworth  2^4  (the 
Ledworth  study),  which  foimd  that  even 
a  fairly  brief  exposure  to  tobacco 
sponsored  sporting  events  on  television 
may  increase  chilihren’s  brand 
awareness,  failed  to  control  for  other 
sources  of  information  that  could  result 
in  brand  awareness  (i.e.,  if  a  family 
member  smokes),  eind  that  even  the 
author  of  the  study  stated  that  further 
investigation  needed  to  be  done  to 
determine  whether  tobacco  sports 
sponsorship  persuades  children  to 
smoke.  The  comment  also  stated  that 
FDA  cannot  extrapolate  the  study 
results  to  the  United  States  because  the 
study  was  based  on  foreign  sponsorship 
and  viewership  practices,  which  differ 
significantly  from  those  in  this  country. 
The  comment  stated  that  the  differences 
are  highlighted  by  the  fact  that  74 
percent  of  the  surveyed  children 
watched  at  least  part  of  the  snooker 


2**  60  FR  41314  at  41338,  n.  227;  citing  Ledworth, 
F.,  “Does  Tobacco  Sports  Sponsorship  on 
Television  Act  as  Advertising  to  Children,”  Health 
Education  Journal,  vol.  43,  no.  4, 1984. 


match,  and  that  the  child  viewership  of 
NASCAR  is  “*  *  *  significantly  more 
limited,  at  most,  even  by  Slade’s 
number,  to  7  percent.” 

The  agency  disagrees  with  the 
comment’s  criticism  of  the  Ledworth 
study.  The  Ledworth  study 
demonstrates  the  power  of  association 
between  an  event  and  brand  awareness 
among  young  people.  The  study  is 
evidence  of  the  important  link  formed 
by  that  association. 

(88}  One  comment  stated  that  the 
study  performed  by  Hock  et  al.  245  (the 
Hock  study),  which  showed  that 
nonsmoking  boys  who  saw  a  tobacco 
sponsorship  advertisement  had  a 
diminished  concern  that  tobacco  hurt 
sports  performance,  “has  no  real 
relevance  to  the  issue  of  event 
sponsorship  and  suffers  from  obvious, 
significant  methodological  flaws.”  The 
comment  explained  that  the  video 
viewed  by  one  of  the  groups  contained 
an  advertisement  promoting  a  cigarette 
company’s  sponsorship  of  a  sporting 
event  and  thus  reports  the  effect  of  a 
peirticular  advertisement,  not  the  effects 
of  the  types  of  sponsorships  at  issue 
here.  The  comment  also  stated  that 
American  tobacco  companies  are  not 
permitted  to  advertise  sponsorships  in 
this  fashion  imder  15  U.S.C.  1335  (the 
television  advertising  ban).  The 
comment  argued  that  the  portion  of  the 
conclusion  quoted  by  FDA  overstates 
the  results  of  the  flawed  research 
because  the  authors  themselves 
emphasized  that  “nonsmokers’”  general 
attitudes  to  smoking  were  not 
significantly  affected  by  exposure  to 
sponsorship  events.  Finally,  the 
comment  argued  that,  among  the  group 
of  smokers,  the  authors  reported  that 
exposure  to  the  sponsorship 
advertisement  did  not  affect  the 
smokers’  brand  choices,  and  that  the 
authors  cautioned  that  “these  findings 
do  not,  in  themselves,  constitute  a  case 
for  legislation.” 

The  agency  disagrees  with  the 
comment’s  criticism  of  the  Hock  study. 
Although  the  advertisement  used  in  the 
Hock  study  may  have  been  different 
than  advertisements  that  appear  in  the 
United  States,  emd  only  a  single 
advertisement  was  tested,  these  factors 
alone  do  not  render  the  author’s 
conclusions  invalid.  Again,  must 
importantly,  the  study  provides 
evidence  that  brand  sponsorship 
produces  awareness  of  the  product  and 
the  brand  in  young  viewers.  The  agency 


*■**11001;,  J.,  P.  Gendall,  and  M.  Stockdale,  “Some 
Ejects  of  Tobacco  Sponsorship  Advertisements  on 
Young  Males,”  International  Journal  of  Advertising, 
vol.  12,  pp.  25-35,  January  1993. 


also  disagrees  with  the  comment’s 
assertion  that  FDA  overstated  the 
findings  of  the  study.  The  agency 
specifically  acknowledged  in  the 
preamble  to  the  1995  proposed  rule  that 
exposure  to  the  particular  advertisement 
did  not  affect  overall  attitudes  toward 
smoking  (60  FR  41314  at  41338). 

Moreover,  the  agency  disagrees  with 
the  comment  regarding  brand 
preferences  of  smokers.  As  the  study 
authors  noted,  the  study  primarily 
focused  on  nonsmokers.  Thus,  the  fact 
that  there  were  few  smokers  in  the  study 
makes  it  more  difficult  to  find 
significant  effects  on  smokers.  In 
addition,  the  authors  note  more  than 
once  that  the  effects  of  sponsorship 
appear  to  be  primarily  on  nonsmokers. 

The  important  point  of  this  study  and 
the  others  cited  by  the  agency  is  that 
sponsorship  of  events  helps  create  a 
positive  association  between  the  event 
and  the  tobacco  company.  The  child 
relates  the  event  to  the  product  and  this 
contributes  to  the  perception  that 
tobacco  use  is  acceptable  and  not 
dangerous.  This  qttitude  helps  an 
environment  that  fosters 
experimentation  with  tobacco  products. 

Finally,  the  comment  asserted  that 
FDA’s  reliance  on  the  two-page 
memorandum  from  Nigel  Gray  246  js 
“not  only  disingenuous,  but 
demonstrates  that  FDA  has  not 
evaluated  the  data  on  which  it  purports 
to  rely.”  The  comment  stated  that  “the 
statistics  cited  in  this  study  lack  any 
explanation  or  support.”  The  comment 
also  states  that  “(die  conclusions  stated 
in  the  memorandum  are  at  odds  with 
those  in  the  studies  by  Aitken  and  Hock 
cited  by  FDA.”  The  comment  stated  that 
the  author  cited  a  “Western  Australian 
survey”  that  foimd  that  65  percent  of  10 
to  11  year  olds  surveyed  believed  that 
tobacco  sponsorship  of  sports  is 
advertising  for  tobacco,  whereas  the 
Aitken  study  “found  that  only  4  percent 
of  10  to  11  year  olds  identified 
advertising  as  a  component  of  sports 
sponsorships  by  tobacco  companies.” 
'^e  comment  also  argued  that  the  study 
by  Hock  found  no  effect  of  the 
sponsorship  advertisement  on  brand 
choice,  whereas  the  memorandum  by 
Gray  revealed  that  sponsorship  did 
effect  brand  choice. 

The  agency  recognizes  that  there  are 
problems  ivith  the  two-page 
memorandum  from  Nigel  Gray  because 
the  data  on  which  it  was  based  have  not 
been  made  available.  Therefore,  the 


***60  FR  41314  at  41338,  n.  228;  citing 
memorandum  from  Gray,  N.,  (Ami-Cancer  Council 
of  Victoria),  to  all  members  of  the  Federal 
Parliament,  December  15, 1989. 
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agenci'  has  placed  no  weight  on  its 
findin  and  does  not  rely  on  it  in  the 
final  r  ile. 

On  ihe  other  hand,  the  memorandum 
cannot  be  used  to  diminish  the 
usefulness  of  the  other  studies  that  have 
been  dted.  A  careful  reading  of  the  data 
presented  by  the  Aitken  study  reveals 
that  indeed  17  percent  of  10  to  11  year 
olds  identified  advertising  as  a 
component  of  sports  sponsorship  by 
tobacco  companies.  While  it  is  true,  as 
the  comment  indicated,  that  4  percent 
mentioned  only  the  advertising 
component,  the  comment  has 
overlooked  the  fact  that  an  additional  13 
percent  of  10  to  11  year  olds  mentioned 
both  advertising  and  economic 
components. 

In  siunmary,  these  studies  provide 
ample  support  that  brand  name  sports 
sponsorsMp  produces,  for  yoimg 
people,  memorable  associations 
between  the  sport  and  the  tobacco 
product  and  brand  name.  As  shown  in 
section  VI.B.l.  of  this  document,  young 
people  pay  attention  to  and  rely  on 
peripheral  cues  such  as  the  color  and 
the  imagery  of  advertising  for  some  of 
their  information  about  products. 
Tobacco  sponsorship  creates  powerful 
images  of  fun  and  excitement  to  add  to 
that  “information”  mix. 

(89)  FDA  had  proposed  that  entries, 
such  as  racing  cars,  or  events  or  teams 
that  participate  in  events  be  p>ermitted 
to  display  a  brand  name  in  a  black  and 
white  text  only  format.  Thus,  although 
the  Skoal  500  would  be  prohibited,  &e 
Skoal  Bandit  racing  car  could 
participate  in  a  race  event. 

Several  comments  supported  the 
provision’s  requirement  for  teams  and 
entries  but  recommended  that  the 
agency  go  further  to  restrict  labeling  on 
entries  and  teams  in  sponsored  events. 
One  comment,  which  was  submitted  by 
a  “participant  in  motorsport  events,” 
stated  that  “even  when  Ae  Marlboro 
name,  for  example,  is  removed  from  a 
racing  car  body,  the  distinctive  color 
scheme  still  sends  the  Marlboro 
message,  loud  and  clear.” 

One  comment  stated  that  “imder  the 
rationale  applied  to  the  regulation  on 
event  sponsorship,  *  *  *  FDA  would  be 
justified  in  restricting  tobacco 
companies  from  entry  emd  team 
sponsorship.”  The  comment 
recommended  that  FDA  “limit  the  scope 
of  the  terms  ‘entries’  and  ’sponsored 
events,’  for  the  breadth  of  possible 
entries  and  possible  events  is 
enormous.”  The  comment  stated  that  for 
instance,  professional  sporting  events 
such  as  football,  basketball,  baseball, 
and  hockey  games,  should  be  excluded 


from  ‘sponsored  events,’  so  that  tobacco 
product  brand  names  caimot  be  used  as 
the  name  of  a  professional  sports  team.” 
The  conunent  stated  that  the  term 
“entries”  is  ambiguous  because,  for 
example,  a  race  car  competing  in  a 
sponsored  race  would  qualify  as  an 
“entry”  imder  the  proposed  rule,  “but 
would  the  Company  X  Choir  be 
considered  an  ‘entry’  when  it  appears  in 
a  sponsored  concert?” 

The  agency  has  carefully  considered 
the  comments  and  has  decided  to  delete 
“entries  and  teams  in  sponsored  events” 
from  the  list  of  permissible  advertising 
media  in  §  897.30(a)  and  to  specifically 
include  teams  and  entries  within  the 
scope  of  the  ban  on  sponsored  events. 
The  agency  is  persuaded  that  sponsored 
teams  and  entries,  such  as  cars:  (1) 

Create  the  same  associations  with  sports 
figures  and  other  “heroes,”  (2)  create  a 
linkage  between  a  tobacco  product  and 
em  enjoyable  and  exciting  event  when 
they  appear  as  part  of  an  event,  (3)  are 
displayed  for  a  significant  period  of 
time.  They  have  the  same  potential  to 
create  images  and  influence  children 
and  adolescents  as  does  sponsorship  of 
events,  and  (4)  are  able  to  leave  the 
everit  and  be  seen  at  fairs  and  malls  and 
other  places  frequented  by  yoimg 
people. 

The  agency  appreciates  the 
comment’s  suggestions  that  color  and 
imagery  are  as  problematic  as  the  brand 
name  but  advises  that  the  comment  has 
misinterpreted  the  1995  proposed  rule. 
Proposed  §  897.34(c)  stated  that 
sponsorship  would  be  prohibited  in 
“the  brand  name,  logo,  motto,  selling 
message,  recognizable  color  or  pattern  of 
colors,  or  any  other  indicia  of  a  product 
identification  similar  or  identical  to 
those  used  for  tobacco  or  smokeless 
tobacco  products.”  Thus,  a  car 
sponsor^  by  Philip  Morris  may  not  be 
named  edter  the  Marlboro  brand  nor  be 
painted  in  the  distinctive  tri-color 
pattern. 

(90)  Some  comments  addressed  the 
issue  of  whether  sponsorship  is 
advertising.  One  comment  argued  that 
the  International  Events  Group’s  (lEG) 
“lEG  Complete  Guide  to  Sponsorship” 
states  that  sponsorship  is  not 
advertising,  and  that  the  guide  explains 
that  advertising  involves  the  delivery  of 
messages  about  specific  product 
attributes,  while  sponsorship  merely 
shapes  the  consumer’s  image  of  the 
brand.  Moreover,  to  the  extent  the  lEG 
is  identifying  sponsorship  as 
advertising,  the  comment  asserted  that 
the  lEG  guide  is.  a  publication  by  an 
organization  that  depends  on  sponsored 
events  for  its  existence,  and  is  not  in  the 


business  of  conducting  objective, 
statistically  sound  studies  on  the  efiects 
of  sponsorship.  Thus,  the  conunent 
asserted,  FDA  has  not  cited  any 
scientific  study  supporting  the  theory 
that  sponsorship  is  advertising. 

The  comment  argued  that  the  position 
diat  sponsorship  and  advertising  are  one 
and  the  same  is  inconsistent  with 
pronoimcements  fitim  Congress  and 
fix>m  the  FTC.  The  comment  argued  that 
both  Congress  and  the  FTC  have 
recogniz^  that  advertising  includes 
messages  about  product  attributes  or 
appeahng  visual  imagery,  and  the  use  of 
a  brand  name  to  identify  an  event 
includes  neither.  The  comment  asserted 
that  “nothing  in  the  [FTCJ’s  findings 
suggests  a  rationale  that  would  apply  to 
the  mere  display  of  a  logo,  trademark,  or 
other  product  identifier  when  divorced 
from  a  selling  message.”  The  comment 
asserted  that  Congress  has  never 
classified  sponsorship  of  events  using 
brand  names  as  advertising,  and  that  the 
few  times  it  has  addressed  this  issue. 
Congress  has  issued  laws  that 
distinguish  advertising  fix>m  other  forms 
of  promotion  that  do  not  have  the  same 
impact  as  advertising. 

The  comment  referred  to  an  FTC 
order  In  the  Matter  of  Lorillard  Tobacco, 
80  FTC  455,  457  (1972),  which  the 
comment  argues  defines  “advertising” 
to  include  only  those  practices  that 
typicdly  contain  a  selling  message;  and 
United  States  v.  R.J.  Reynolds  Tobacco 
Company,  No.  76-Civ-814  (JMC)  (SDNY 
1981),  which  the  comment  argued 
confirms  the  Government’s  view  that 
the  selling  message  in  advertising,  not 
the  mere  display  of  a  logo,  was  the  focus 
of  its  concern. 

In  addition,  the  comment  argued  that 
another  Federal  agency  agrees  with  this 
interpretation.  The  comment  stated  that 
the  FCC,  expressly  permits  “logos  or 
logograms”  as  long  as  such 
annoimcements  do  not  contain 
“comparative  or  qualitative 
descriptions,  price  information,  calls  to 
action,  or  inducements  to  buy,  sell,  rent 
or  lease.” 

In  contrast,  some  comments 
supported  the  assertion  that 
sponsorship  is  very  effective 
advertising.  One  comment  included  in 
its  appendices  the  transcript  of  an  ABC 
News  Day  One  story  broadcast  August 
10, 1995,  that  reported  on  the 
commercial  value  of  sponsorship.  The 
comment  also  included  a  recent  story  in 
Winston  Cup  Scene  (October  19, 1995) 
which  describes  the  advertising  value 
that  sponsors  expect  to  receive  from 
their  sponsorships. 
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Contrary  to  the  comments  cited,  the 
FTC  asserted,  in  its  comment,  that 
sponsorship  is  advertising,  citing  its 
1992  consent  order  involving  the 
Pinkerton  Tobacco  Co.,  (Consent  Order) 
C-3364  (1992). 

The  conunent  also  stated  that  in  1995, 
the  Department  of  Justice  announced 
consent  decrees  resolving  allegations 
that  Philip  Morris,  Inc.,  and  the  owners 
of  Madison  fiquare  Garden  in  New  York 
City  violated  die  Cigarette  Act’s  ban 
prohibiting  advertising  for  tobacco  on 
television  and  other  media  regulated  by 
FCC  through  the  display  of  cigarette 
brand  names  and  logos  at  Uve  sporting 
events  that  were  broadcast  on  television 
[United  States  v.  Madison  Square 
Garden.  L  P.,  No.  95-2228  (S.D.N.Y., 
April  7, 1995);  United  States  v.  Philip 
Morris,  Inc.,  No.  95-1077  (D.D.C.  June  6, 
1995)).  The  consent  decrees  prohibit 
Philip  Morris  and  Madison  ^uare 
Garden  from  placing  cigarette 
advertising  in  places  regularly  in  the 
camera’s  focus  where  they  might  be 
seen  on  television. 

The  agency  finds  that  sponsorship  is 
advertising  within  the  scope  of  this 
regulation.  The  claim  by  the  comments 
that  the  Lorillard  and  Reynolds  Tobacco 
consent  orders  demonstrate  that  the  FTC 
does  not  find  sponsorship  to  be 
advertising  is  incorrect.  The  two  cited 
cases  are  consent  orders  that  did  not 
provide  a  definition  of  advertising  but 
limited  the  coverage  of  the  consent 
order  to  the  specific  types  of  advertising 
mentioned  in  the  order.  The  two  orders 
clearly  excluded  categories  of  obvious 
advertising  from  the  coverage  of  the 
order  (see,  e.g.,  point  of  sale 
advertisements  less  than  36  square 
inches). 

Although  the  agency  acknowledges 
that  the  “lEG  Complete  Guide  to 
Sponsorship”  (lEG  guide)  states  that 
sponsorship  is  not  advertising,  lEG  is 
creating  a  semantical  distinction 
between  one  form  of  advertising 
(traditional  media  advertising)  from 
other  types  of  advertising  (e.g., 
promotional  items,  sponsorship).  The 
lEG  gviide  states  that  “[w]hat 
sponsorship  generally  accomphshes 
better  [emphasis  added]  than 
advertising  is  establishing  qualitative 
attributes,  such  as  shaping  consiuners’ 
image  of  a  brand,  increasing  favorability 
ratings,  and  generating  awareness.”  In 
addition,  the  lEG  guide  states  that 
sponsorship  is  more  effective  than 
advertising  in  increasing  “propensity  to 
purchase.”  This  latter  description  of 
sponsorship  falls  within  the  courts 
definition  of  advertising  in  Public 
Citizen  v.  FTC,  869  F.2d  at  1554,  as 


"any  action  to  call  attention  to  a  product 
so  as  to  arouse  a  desire  to  buy.” 

The  agency  finds  for  all  these  reasons 
that  sponsorship  can  be  regulated  as 
advertising  under  the  act. 

(91)  Several  comments  argued  that 
FDA  does  not  have  the  authority  to 
restrict  sponsorship  events.  One 
comment  stated  that  FDA  has  no 
authority  to  regulate  cigai^te 
advertising  to  “break  the  link”  between 
sponsored  events  and  use  of  tobacco, 
and  reduce  the  “fiiendly  familiarity” 
that  sponsorships  generate  among  young 
people.  The  comment  stated  that  FT)A 
can  prohibit  only  false  or  misleading 
restricted  device  advertising  and  cannot 
prohibit  advertising  that  simply  links  a 
name  to  a  product.  One  comment  stated 
that  it  is  difficult  to  understand  how  the 
sponsorship  of  the  IndyCar  Marlboro 
500  or  the  National  Hot  Rod  Association 
Winston  Drag  Racing  Series, 
promotional  activities  that  would  be 
prohibited  under  the  1995  proposed 
rule,  involve  the  “misbranding”  of 
tobacco  products. 

Several  conunenls  addressed  the  issue 
of  whether  FDA’s  proposed  ban  on 
brand  name  sponsorship  violates  the 
First  Amendment.  Several  comments 
argued  that  the  proposed  restrictions  on 
advertising  and  promotional  activities 
are  overly  broad  and  violate  the  First 
Amendment  because  the  1995  proposed 
rule  would  prohibit  virtually  all  forms 
of  tobacco  sponsorship  and  advertising 
at  motorsport  events,  and  FDA  made  no 
attempt  to  limit  the  restrictions  to 
advertisements  directed  at  minors.  One 
comment  argued  that  the  provision 
would  not  directly  and  materially 
advance  the  government’s  interest, 
because  there  is  no  reasonable  basis  for 
asserting  that  sponsorship  causes  youth 
tobacco  use.  The  comment  stated  that 
FDA  did  not  attempt  to  differentiate 
between  those  events  that  attract 
children  and  adolescents  and  those  that 
attract  adults.  Thus,  according  to  the 
comment,  a  ban  on  tobacco  sponsorship 
of  an  event  that  few  or  no  children  or 
adolescents  attend  will  not  directly  and 
materially  advance  a  reduction  in 
imderage  tobacco  use. 

In  contrast,  one  comment  which 
supported  the  provision  stated  that 
sponsored  events  have  a  direct  and 
powerful  impact  on  young  people,  and 
thus  there  is  a  “reasonable  fit”  under 
the  final  two  prongs  of  the  Central 
Hudson  test.  The  comment  argued  that 
the  1995  proposed  rule  is  narrowly 
tailored  b^ause  “FDA  has  selected  the 
approach  that  best  effectuates  its  goal  of 
reducing  tobacco  consiunption  by 
minors,  without  needlessly  restricting 


the  industry’s  ability  to  sponsor  events 
and  gamer  the  good  will  that  flows  from 
such  sponsorship.” 

FDA  concludes  that  sponsorship  of 
events  and  sponsored  teams  and  events 
is  an  advertising  medium  that  is 
effective  in  influencing  yoimg  people’s 
decision  to  engage  in  smoking  behavior 
and  tobacco  use. 

As  explained  in  this  section,  the 
agency  has  authority  to  restrict 
advertising  of  restricted  devices  like 
tobacco  and  smokeless  tobacco  under 
sections  520(e)  and  502(q)  of  the  act.  As 
the  studies  described  in  this  section 
demonstrate,  sponsorship  associates  the 
advertised  brand  with  the  event  and 
thus  shapes  the  image  of  the  brand  and 
the  individual’s  image  of  tobacco  use. 
Sponsorship  of  rodeos  and  car  racing, 
for  example,  associates  the  product  with 
events  where  risks  are  high  but  socially 
approved  and  are  taken  by  individuals 
who  brave  the  odds,  This  type  of 
situation  fits  in  very  well  with  the  image 
concerns  of  adolescent  males  described 
in  section  VI.D.4.a.  of  this  document. 

Youths  who  attend  the  sponsored 
event  are  directly  and  imavoidably 
confronted  with  messages  for  the 
sponsoring  product.  This  exposme 
creates  a  sense  of  familiarity  and 
acceptance  similar  to  that  created  by 
billboards  near  schools  and 
playgroimds. 

In  addition,  the  sponsored  events  are 
televised.  As  a  result  of  this  fact, 
through  mention  of  the  sponsor  and 
camera  shots  that  pan  the  place  where 
the  event  is  held,  awareness  of  the 
brand  is  created,  along  with  the 
associations  described  above. 

Given  these  factors,  a  restriction  on 
sponsorship  will  be  effective  in  limiting 
the  influences  on  children  and 
adolescents  to  use  tobacco  products  and 
thus  in  protecting  their  health. 
Moreover,  there  is  a  reasonable  fit 
between  the  restriction  and  FDA’s 
interest.  The  restriction  focuses  on  the 
use  of  the  brand  because  of  the 
association  between  the  brand  and 
tobacco  use.  By  building  associations 
with  the  brand,  sponsorship  and  the 
advertising  displayed  at  the  event 
creates  a  desirable  image  for  young 
people  that  contributes  to  a  positive 
feeling  about  the  product  that  sponsors 


247  See  e.g.,  Aitken,  P.  P.,  D.  S.  Leather,  and  S. 
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the  event.  This  positive  image  not  only 
provides  a  brand  that  the  young  person 
might  select  but  also  adds  to  the  young 
person’s  positive  feelings  about  using 
the  product.  It  is  the  creation  of  this 
association  that  FDA  will  prevent  by 
restricting  sponsorship. 

FDA  is  not  aware  of  any  way  to  limit 
the  restriction  to  events  that  are 
attended  by  yoimg  people.  However, 
FDA  has  no  desire  to  restrict 
manufacturers’  abilities  to  contribute  to 
the  community  by  sponsoring  athletic, 
cultural,  or  other  events.  Thus,  the 
agency  has  narrowly  tailored  the 
restriction  on  sponsorship  to  use  of 
brand  identification  because  it  presents 
the  harm  that  FDA  is  trying  to  eliminate. 
For  these  reasons,  FDA  concludes  that 
its  restrictions  on  sponsorship  are 
consistent  with  its  legal  authority  and 
with  the  First  Amendment. 

(92)  Several  comments  (including  one 
from  a  participant  in  motorsport  events) 
argued  that  allowing  tobacco  companies 
to  place  brand  names  and  logos  at 
hi^ly  visible  locations  during 
broadcast  sporting  events  has  afforded 
tobacco  companies  the  opportunity  to 
circvunvent  the  Cigarette  Act,  whi^ 
prohibited  broadcast  advertising  of 
cigarettes.  One  comment  stated  that 
tobacco  companies  receive  millions  of 
dollars  of  free  brand  name  television 
and  radio  exposure  during  these  events 
and  use  messages  in  these 
advertisements  that  are  particululy 
effective  with  children.  One  comment 
stated  that  “the  degree  to  which 
sponsoring  events  gives  tobacco 
companies  television  time  is 
staggering,’’  and  "[j}ust  in  the  televising 
of  the  Indiana  500  [sic],  Marlboro 
received  almost  SVz  hovirs  of  television 
exposure  and  146  mentions  of  its  brand 
name.’’  The  comment  cited  cases  where 
Congress  and  the  covurts  have  already 
recognized  and  upheld  the  importance 
and  the  constitutionality  of  keeping 
tobacco  advertising  off  the  airwaves 
{Capital  Broadcasting  Co.  v.  Mitchell, 
333  F.  Supp.  582  (D.D.C.  1971),  afTd  sub 
nom.  Capital  Broadcasting  Co.  v.  Acting 
Attorney  General,  405  U.S.  1000  (1972)), 
and  concluded  that  a  reviewing  court 
would  likely  sustain  the  provision 
regarding  event  sponsorship  simply 
because  it  has  become  a  pervasive  tool 
used  Ify  the  tobacco  industry  to  evade 
the  restriction  on  television  advertising. 

The  agency  finds  that  there  is 
adequate  support  for  its  ban  on  brand 
name  sponsorship  of  events.  As  stated 
in  the  preamble  to  the  1995  proposed 
rule  and  in  response  to  an  earUer 
comment,  “[tjhe  amount  and  financial 
value  of  television  exposure  gained  by 


a  firm  can  be  substantial.’’  The  preamble 
to  the  1995  proposed  rule  cited  two 
studies  which  discussed  the  impact  of 
sponsoring  televised  events  and 
concluded  that: 

[t]he  impact  of  sponsoring  televised  events 
such  as  these  automobile  races  is  perhaps 
most  appiarent  when  one  realizes  that  over  10 
million  people  attended  these  events,  while 
90  times  that  number  viewed  them  on 
television. 

(60  FR  41314  at  41337) 

By  restricting  brand  name 
sponsorship  of  events,  the  final  rule  will 
eliminate  those  brand  name  sponsored 
events  that  continue  to  permit  tobacco 
product  brand  names  to  appear  on 
television. 

(93)  Several  comments  expressed 
concern  that  the  1995  proposed  rule  was 
not  sufficiently  inclusive;  specifically,  it 
did  not  prohibit  the  incorporation  of  an 
event  in  a  brand  name  by  someone  other 
than  the  tobacco  company  and  did  not 
explicitly  ban  the  use  of  the  name  of  a 
foreign  tobacco  company  in  U.S.  sport 
events.  Some  comments  stated  that 
restricting  sponsorship  of  entertainment 
and  sporting  events  to  corporate  name 
only  for  corporate  sponsors  that  had 
been  in  existence  prior  to  January  1, 
1995,  “leaves  open  many  shadow 
entities  incorporated  imder  tobacco 
brand  names  because  tobacco 
transnationals  have  been  creating  these 
front  groups  for  years  to  escape 
promotion  restrictions  in  other 
countries.’’ 

One  comment  stated  that  Canada, 
after  it  had  banned  brand  name 
sponsorship,  foimd  that  industry  used 
new  “corporations”  such  as  Camel 
Racing  PLU  to  continue  sponsoring  in  a 
brand  name.  Thus,  the  comments 
recommended  that  the  regulation  ensure 
that  corporate  sponsorship  of  events  be 
allowed  only  if  the  corporate  name  is 
the  name  of  the  manufactiuing  entity 
and  that  the  name  has  no  similarity  to 
a  brand  name  of  any  of  that 
manufactiu^r’s  tobacco  products. 

Several  comments  expressed  concern 
about  a  recent  trend  among  U.S. 
manufacturers  to  develop  brands  that 
are  made  by  a  corporate  entity.  For 
example,  one  comment  stated  that  RJR 
has  developed  a  series  of  brands  with  an 
art  deco  style  of  pack  design  and  is 
selling  them  through  a  wholly  owned 
subsidiary  named  Moonlight  Tobacco. 

Another  comment  stated  that  Philip 
Morris  has  been  test  marketing  a  brand 
called  “Dave’s,”  which  it  produces 
through  a  boutique  company  named 
“Dave’s  Tobacco  Company.”  These 
comments  stated  that  the  agency  should 
amend  the  1995  proposed  rule  to 
prohibit  any  corporate  name  or  logo  that 


had  a  brand  name  or  product 
identification  within  it. 

Fin6dly,  a  comment  stated  that  there 
are  many  other  existing  brand  names 
that  are  also  corporate  names,  such  as 
“Rothmans”  and  “Sampoema”  (a  brand 
of  clove  cigarette  (Kretek)  imported  from 
Indonesia)  that  are  manufactured 
overseas.  This  comment  argued  that 
non-U.S.  corporate  names 'must  also  be 
included  in  the  final  rules  proscription. 

The  agency  recognizes  the  concern 
expressed  by  the  comments.  As  stated  in 
the  preamble  to  the  1995  proposed  rule, 
the  requirement  that  the  corporation  be 
in  existence  on  January  1, 1995,  is 
intended  to  prevent  manufactiirers  from 
drcvunventing  this  restriction  by 
incorporating  separately  each  brand  that 
they  manufactrire  for  use  in  sponsorship 
(60  FR  41314  at  41336).  'The  comments 
have  suggested  that  manufactiuors  may 
circumvent  this  restriction  by  the  use  of 
shadow  entities,  many  of  which  have 
already  been  incorporated  under 
tobacco  brand  names  in  other  coimtries 
(or  have  been  incorporated  as  events). 
'The  agency  agrees  that  the  proposed 
restrictions  do  not  prevent  this  t)q)e  of 
circumvention. 

Thus,  in  response  to  the  conunents’ 
suggestions,  the  agency  has  modified 
the  proposed  regulations  to  reflect  that 
the  registered  corporate  name  and 
corporation  must  have  been  in  existence 
and  registered  in  the  United  States  and 
have  b^n  in  active  use  in  this  country 
before  January  1, 1995.  Thus,  FDA  has 
modified  §  897.34(c)  to  state:  “Nothing 
in  this  paragraph  prevents  a 
manufacturer,  distributor,  or  retailer 
from  sponsoring  or  causing  to  be 
sponsored  any  athletic,  musical,  artistic, 
or  other  social  or  cultiual  event,  or  team 
or  entry,  in  the  name  of  the  corporation 
which  manufactures  the  tobacco 
product,  provided  that  both  the 
corporate  name  and  the  corporation 
were  registered,  and  in  use  in  the 
United  States  prior  to  January  1, 1995, 

•  *  This  provision  makes  clear  that 
manuTacturers  are  fi«e  to  sponsor  events 
in  their  corporate  name  but  contains 
language  that  will  prevent  the  type  of 
circumvention  of  the  restriction  that 
was  posited  by  the  comments. 

The  agency  also  agrees  with  the 
comments  that  suggest  that 
manufacturers  may  also  attempt  to 
circumvent  this  restriction  by  placing 
within  the  corporate  name  or  logo 
elements  of  brand  identification  such  as 
names  (Smokin’  Joe),  colors  (the  tricolor 
decoration),  etc.  Tobacco  products  can 
be  promoted  using  more  than  just  the 
brand  name.  In  fact,  the  name  may  be 
less  important  than  the  attractive 
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imagery,  recognizable  colors  and 
patterns  of  colors  (Marlboro),  characters 
and  heroes  (Joe  Camel  racecar  drivers) 
all  of  which  provide  the  user  with  a 
desired  image.  A  yellow  motorcross  bike 
with  a  head  of  a  Camel  conveys  the 
image  of  Joe  Camel  without  the  name  of 
the  product.  Therefore,  it  is  necessary  in 
order  to  break  the  link  between  the 
event  and  the  product  to  restrict  the 
images  in  addition  to  the  name.  Thus, 
FDA  has  modified  §  897.34(c)  so  that  it 
concludes  with  the  following  statement: 

*  *  and  that  the  corporate  name  does 
not  include  any  brand  name  (alone  or  in 
conjunction  with  any  other  word),  logo, 
symbol,  motto,  selling  message,  recogrdzable 
color  or  pattern  of  colors,  or  any  other  indicia 
of  product  identification  identical  or  similar 
to,  or  identifiable  with,  those  used  for  any 
brand  of  cigarettes  or  smokeless  tobacco 
products. 

The  agency  also  recognizes  that  at 
some  time  in  the  future,  corporate 
entities  may  be  formed  to  sell  tobacco 
products,  which  are  new  to  the  tobacco 
business  and  in  no  way  associated  with 
cturent  manufacturers.  Should  those 
entities  desire  to  sponsor  events,  they 
would  be  preclude  by  the  language  of 
§  897.34(c)  from  doing  so.  The  agency 
envisions  that  such  entities  could 
petition  the  agency,  under  21  CFR  part 
10,  for  an  exemption  from  this 
provision. 

(94)  One  conunent  stated  that  FDA’s 
proposed  bap  on  brand-name 
sponsorship  is  an  imjustified  limitation 
on  the  right  of  private  individuals  to 
select  their  own  sponsors. 

This  comment  has  misinterpreted  the 
1995  proposed  rule.  The  rule  does  not 
limit  the  “right”  of  private  individuals 
to  select  sponsors.  Individuals  are  froe 
to  select  any  sponsor  they  choose.  The 
rule,  however,  prohibits  the  event  from 
including  any  brand  name,  logo, 
symbols,  motto,  selling  message,  or  any 
other  indicia  of  product  identification 
similar  or  identical  to  those  used  for  any 
brand  of  cigarette  or  smokeless  tobacco. 
However,  the  final  rule  does  not  prevent 
corporate  sponsors  that  were  in  ' 
existence  and  registered  in  the  United 
States  before  January  1, 1995,  from 
advertising  in  their  registered  corporate 
names. 

(95)  Several  comments  stated  that 
sponsorship  restrictions  would  have  a 
negative  impact  on  sports  events. 
Approximately  300,000  copies  of  one 
form  letter  were  submitted  as 
comments.  All  included  the  statement; 
“I  am  21  years  of  age  or  older  and 
oppose  the  new  relations  proposed  by 
the  Food  and  Drug  Administration 
(Docket  No.  95N~0253)  that  would 
prohibit  tobacco  company  sponsorship 


of  entertainment  and  sporting  events.” 
The  form  letter  also  stated  that  “If  FDA 
gets  control  of  tobacco  and  bans  tobacco 
sponsorships,  ticket  prices  could  rise  as 
well.  And  there  might  be  fewer  events. 
All  this  adds  up  to  consumers  being  the 
big  losers.” 

One  comment  stated  “I  oppose  any 
attempt  by  President  or  FDA  to  deny 
RJR  the  right  to  sponsor  the  Winston 
Cup  Racing  Series!”  One  comment 
stated  “[b]y  banning  the  sponsorship  of 
NASCAR,  the  races  won’t  get  any 
money,  and  if  they  have  to  stop  racing, 
that  will  make  me  mad,  and  I  am  too  old 
to  be  getting  mad — 75  years  [oldl.” 

One  comment  stated  that  because  of 
the  potential  loss  of  economic  support, 
many  events  will  not  be  viable  if 
cigarette  company  sponsorship  is  no 
longer  available.  Several  comments 
argued  that  FDA’s  proposed  ban  on 
sponsorship,  promotional  programs,  and 
contests  would  eliminate  events  enjoyed 
primarily  by  adults.  One  comment 
stated  that  “[w]e  believe  that  we  and 
millions  of  other  middle  class  fans  like 
us,  will  no  longer  be  able  to  afford  the 
NASCAR  we  love.”  One  comment  stated 
that  the  provision  “will  adversely  affect 
the  economy  of  the  tobacco  industry 
and  that  affects  many  people  in  many 
States,  not  just  the  racing  industry  and 
communities.” 

One  comment  stated  that  the  loss  of 
sponsorship  revenue  to  race  track 
owners,  operators,  and  promoters  would 
negatively  affect  the  motorsports 
industry  because  racing  fans  will  suffer . 
in  the  form  of  increased  ticket  prices  or 
decreased  services  at  motorsports 
events,  and  increased  ticket  prices  will 
decrease  attendance  at  race  events, 
forcing  racetrack  operators  to  cut  jobs 
and  other  employee  benefits,  further 
depressing  the  economies  of  hundreds 
of  communities  aroimd  the  nation.  The 
comment  also  stated  that  since 
motorsports  injects  hundreds  of 
millions  of  dollars  into  local  and 
regional  economies,  particularly  in  rural 
and  subiuban  communities  that  have 
been  the  hardest  hit  by  recession  and 
job  losses,  FDA’s  proposed  regulation 
would  have  a  substantial  impact  on 
local  and  regional  economies  across  the 
country  and  hint  the  fiitiue  of 
motorsports. 

In  contrast,  one  comment  that 
supported  the  proposal  was  from  a 
“defeated  car  racer,”  and  stated  that 
“the  truth  is  that  car  racing  will  do  just 
fine  without  tying  its  wonderful  image 
to  the  interest  of  ^e  cancer  promoters.” 
The  comment  stated  that: 

in  Europe  where  racing  cars  run  without 
any  cigarette  advertising  whatsoever,  people 


camp  out  for  days  trying  to  get  into  the 
events,  and  that  the  recent  Formula  One 
Emopean  Grand  Prix  was  run  in  cold 
miserable,  weather  with  packed  stands  and 
not  a  single  cigarette  logo  in  sight. 

The  comment  stated  that  “I  hope 
[FDA]  will  look  out  for  the  rest  of  us  and 
stand  firm  in  favor  of  a  ban  on  tobacco 
advertising  at  all  sporting  events.” 

One  comment  stated  that  “many  of 
the  millions  of  dollars  spent  on  these 
promotions  are  available  to  tbe  cigarette 
industry  only  because  3,000  children 
start  smoking  each  day,”  and  “(tjhis 
situation  can  be  viewed  as  an  industry 
demanding  a  bounty  of  3,000  lives  per 
day  in  exchange  for  its  financial  support 
of  the  sports,  music,  and  other 
entertainment  appealing  to  children  and 
youth.” 

One  comment  stated  that: 

the  abundance  of  other  sponsors  indicates 
that  auto  racing  would  not  fail  if  tobacco 
products  are  not  allowed  to  be  event 
sponsors  and  if  teams  sponsored  by  tobacco 
products  are  restricted  to  black  and  white 
uniform  and  car  designs.  Similar  fears  were 
expressed  when  cigarette  commercials  were 
banned  from  electronic  media,  but  they 
proved  groundless. 

The  comment  stated  that  sponsors  do 
not  make  a  sport  such  as  auto  racing  or 
rodeo  popular  because  auto  racing  and 
rodeo  are  “compelling,  popular 
spectator  sports  in  their  own  right.”  The 
comment  stated  that  “popular  sports 
attract  sponsors  who  want  to  advertise.” 
The  comment  stated  that  “[tjhe 
Olympics  would  remain  a  premier 
sporting  event  without  Coca-Cola  or 
Kodak”  and  “NASCAR  stock  car  racing 
is  among  the  most  popular  spectator 
sports  to  thrive.”  llie  comment  stated 
that  “the  audience  is  not  there  because 
of  tobacco:  tobacco  is  there  because  of 
the  audience.” 

The  agency  advises  that  the  concerns 
expressed  by  some  of  these  comments 
have  misinterpreted  the  rule.  The  rule 
does  not  “prohibit  tobacco  company 
sponsorship  of  entertainment  and 
sporting  events”  or  “ban  tobacco 
sponsorships,  promotional,  programs, 
and  contests.”  The  rule  prohibits  a 
sponsored  event  from  being  identified 
with  a  cigarette  or  smokeless  tobacco 
product  brand  name  or  any  other 
cigarette  or  smokeless  tobacco  brand 
identifying  characteristic.  All  athletic, 
musical,  artistic,  or  other  social  or 
cultural  events  would  be  permitted  to  be 
sponsored  in  the  name  of  the  tobacco 
company  as  long  as  the  other  conditions 
in  §  897,34(c)  are  met. 

In  addition,  the  tobacco  industry , 
accoimts  for  only  4  percent  of  all 
sponsored  events,  lliis  rule  does  not 
prohibit  the  other  96  percent  of 
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nontobacco  forms  of  sponsorship  (60  FR 
41314  at  41337).  Thus,  even  if  the 
restriction  on  sponsorship  of  tobacco 
products  resulted  in  a  decrease  of 
tobacco  company  sponsored  events,  the 
events  will  still  exist  through  the 
support  of  the  nontobacco  forms  of 
sponsorship.  The  agency  agrees  with  the 
comment  that  “auto  racing  would  not 
fail  if  tobacco  products  are  not  allowed 
to  be  event  sponsors.”  Thus,  restricting 
tobacco  product  brand  name 
sponsor^ip  clearly  will  not  “ban  all 
sponsorship  events.” 

Finally,  recent  news  stories  quote 
persons  knowledgeable  about  car  racing 
saying  racing  would  smrvive  without 
tobacco  sponsorship,  for  example,  one 
quote:  “If  this  happened  10  years  ago,  it 
would  have  been  crushing  to  the  racing 
industry.  Now  people  are  lining  up  to 
take  Winston’s  place.” 

In  conclusion,  FDA  6nds  that 
sponsorship  of  events  (such  as  car  races, 
tennis  mattes,  and  rodeos)  and  entries 
in  those  events  (race  cars  and  drivers, 
tennis  players)  can  have  a  profoimd 
effect  on  young  people’s  attitude  about 
and  use  of  tobacco  %  providing 
multiple  and  prolonged  exposure  to  the 
brand  name  and  logo  in  a  variety  of 
media,  thereby  creating  an  impression 
of  prevalence  and  normalcy  about 
to^cco  use  (see  section  VI.D.3.C.  of  this 
document),  by  associating  the  product 
with  varied  positive  events,  images,  and 
heroes,  and  by  creating  attractive  and 
exciting  images  that  can  serve  as  a 
“badge”  or  an  identification  (see  section 
VI.D.4.a.  of  this  document).  'The 
industry  itself  recognizes  the  concern 
that  sports  figures  as  endorsers  can 
create  problems  of  hero  worship  and 
emulation;  its  Code  promises  not  to 
employ  sports  or  celebrity  testimonials 
or  l^ose  of  others  “who  would  have 
special  appeal  to  persons  imder  21  years 
of  age.”  Sponsorship  creates  no  less  of 
an  association  than  an  endorsement. 
Moreover,  FDA  finds  that  restrictions  on 
sponsorship  identified  with  a  tobacco 
brand  are  necessary  to  reduce  tobacco 
use  by  yoimg  people.  These  findings  are 
based  on  studies  and  recent  reports  that 
the  number  of  young  people  who  attend 
these  events  or  see  them  on  television 
is  significant  and  growing. 

Studies — ^Four  different  studies,  one 
each  by  Slade,  Aitken,  Ledworth,  and 
Hock  (60  FR  41314  at  41337  and  41338) 
and  described  further  in  this  section. 

Quoting  Ardy  Arani,  a  director  of  the  Atlanta- 
bared  Championship  Group,  a  sports  marketing 
agency  in  Jacobsen,  G.,  “Mass  Merchandisers  Jostle 
With  Tobacco  Companies  to  Cash  in  on  the  Auto 
Racing  Craze,”  The  New  York  Times,  p.  D71, 
February  21, 1996. 


provide  evidence  that  sponsored  events 
of  all  t3rpes  are  attended,  and  seen  on 
television,  by  a  substantial  number  of 
young  people,  and  that  the  effect  of  the 
exposure  is  to  increase  brand  awareness 
and  association  between  the  brand  and 
the  event.  This  attitude  contributes  to  a 
sense  of  firiendly  familiarity  about 
tobacco  use  and  a  perception  that 
tobacco  use  is  acceptable  and  common 
place. 

Surveys  on  attendance  and  TV 
audience,  described  further  in  this 
section,  establish  that  attendance  by 
children  at  events  and  viewership  by 
children  and  adolescents  on  television 
are  significant.  The  preamble  to  the 
proposed  rule  used  the  number  64. 
million  as  an  annual  approximation  of 
underage  viewers  of  motorsport  events 
in  addition  to  those  at  the  event  (60  FR 
41314  at  41337).  In  addition,  newspaper 
articles  detailed  in  this  section  describe 
the  increasing  importance  of  yoimg 
people  to  sponsored  events  as  a  growing 
part  of  the  live  audience.  Moreover, 
although  less  data  is  available  on  other 
types  of  sponsored  events,  conunents 
received  by  the  agency  in  response  to 
the  proposed  rule,  and  described  further 
in  this  section,  state  that  many  children 
and  teenagers  watch  tennis,  motorcycle 
and  powerboat  racing,  and  rodeos  on 
television  and  attend  and  watch  on 
television  rock  concerts  and  country 
music  festivals. 

Finally,  the  agency  has  tailored  the 
restriction  narrowly.  The  agency 
recognizes  the  importance  of  corporate 
sponsorship  in  engendering  goodwill  for 
a  company  with  its  customers  and  in 
providing  support  to  sports,  the  arts, 
and  music.  Therefore,  the  agency  has 
crafted  the  regulation  to  not  interfere 
with  this  aspect  of  sponsorship  but  has 
merely  denied  the  companies  the  right 
to  use  brand  and  product  identification, 
which  are  most  appealing  to  young 
people. 

9.  Proposed  §  897.36 — False  or 
Misleading  Statements 

The  agency  proposed  in  §  897.36  that 
labeling  or  advertising  of  any  cigarette 
or  smokeless  tobacco  product: 

is  false  or  misleading  if  the  labeling  or 
advertising  contains  any  express  or  implied 
false,  deceptive,  or  misleading  statement, 
omits  important  information,  lacks  fair 
balance,  or  lacks  substantial  evidence  to 
support  any  claims  made  of  the  product. 

This  provision  would  have  explicitly 
implemented  sections  201(n).  501(a)  (21 
U.S.C.  351),  and  502(q)(l)  of  the  act. 
Section  897.36  was  meant  to  be 
illustrative  rather  than  exhaustive. 

The  agency  stated  in  the  1995 
proposed  rule  that  its  regulations 


concerning  prescription  drug 
advertising  provide  great  specificity  as 
to  what  constitutes  violative  advertising 
(part  202  (21  CFR  part  202))  but  that  this 
same  degree  of  specificity  is  not 
practical  in  the  case  of  a  widely  used 
consiuner  product  like  tobacco  because 
the  advertising  for  it  contains  an 
unlimited  variety  of  claims  that  make 
categorization  difficiilt.  Therefore,  the 
agency  tentatively  concluded  that  it 
would  provide  general  guidance  for  the 
types  of  advertising  claims  that  will  be 
considered  violative,  rather  than  to 
attempt  to  identify  every  possible  type 
of  false  and  misleading  claim  (60  FR 
41314  at  41339  and  41340). 

(96)  Several  comments  objected  to 
various  portions  of  the  definition,  for 
example  the  phrases  “omits  important 
information”  and  “lacks  fair  balance.” 
They  asserted  that  the  phrases  expand 
the  definition  of  what  constitutes 
“misleading”  advertising,  are  subjective, 
and  make  compliance  burdensome 
because  the  phrases  eua  not  defined. 
Moreover,  the  comment  complained 
that  neither  “fair  balance”  nor 
'“substantial  evidence”  were 
appropriately  included  in  the  definition 
of  false  and  misleading. 

Additionally,  the  comments  argued 
that  laws  regarding  false  and  misleading 
advertising  are  well  established,  and 
that  false  emd  misleading  advertising  is 
subject  to  the  jurisdiction  of  the  FTC. 
The  comment  stated  that  it  was, 
therefore,  inappropriate  for  FDA  to 
establish  vague  and  overreaching 
parameters  of  “unfair  and  deceptive” 
advertising. 

One  comment  stated  that  what 
“information”  is  important  is 
undefined.  It  stated  that  there  is  always 
information  that  someone  may  consider 
“important”  (e.g.,  price,  availability, 
freshness,  taste  research),  and  that  it 
would  be  imreasonable  to  allow  FDA,  or 
any  regulatory  organization  or  entity,  to 
review  tobacco  advertising  in  the 
capacity  of  determining  information  that 
should  have  been  included.  This 
comment  argued  that  the  legal 
precedent  defining  deceptive 
advertising  is  already  established  and 
should  not  be  changed  by  FDA. 

One  comment  stated  that  by 
introducing  the  word  “important”  into 
the  proposed  standard  for  misbranding 
of  tobacco,  FDA  has  impermissibly  gone 
beyond  the  “materiality”  test  for 
misbranding  set  forth  by  Congress  in 
section  201(n)  of  the  act,  acted 
arbitrarily  and  capriciously,  and 
proposed  a  new  standard  t^at  is 
imconstitutionally  vague. 
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One  comment  stated  that  FDA  also 
proposes  that  labeling  or  advertising 
would  be  false  or  misleading  if  it  “lacks 
fair  balance.”  It  stated  that  FDA  has 
obviously  borrowed  this  concept  firom 
the  prescription  drug  regulations 
(§  202.1(e)(5)(ii)),  but  it  is  inapplicable 
to  tobacco,  llie  comment  stated  that, 
first,  the  “fair  balance”  requirement  for 
drugs  is  based  not  on  the  section  502 
“false  or  misleading”  prohibition  but 
rather  on  section  502(n)(3),  which 
requires  that  prescription  drug 
advertising  contain  a  “true  statement” 
relating  to  “side  effects, 
contraindicattons,  and  effectiveness.” 

The  commit  stated  that,  second,  as 
the  drug  regulation  makes  clear,  the 
“fair  balance”  required  is  between 
information  about  a  product’s 
therapeutic  benefits  and  information 
about  its  adverse  effects  when  used.  It 
stated  that  because  no  therapeutic 
claims  are  made  for  tobacco,  the  “fair 
balance”  concept  is  simply 
inapplicable. 

(Dne  conunent,  however,  stated  that, 
vmder  this  regulation,  advertising  for 
cigarettes  and  smokeless  tobacco  will  be 
considered  false  or  misleading  if  it 
“omits  important  information.”  It  stated 
that  this  is  a  reasonable  rule,  and  that 
it  should  be  part  of  the  final  rule,  but 
it  is  one  that  may  be  difficult  for 
manvifacturers  to  comply  with  absent 
guidance  from  FDA. 

FDA  has  been  persuaded  that  the 
proposed  general  guidance  in  proposed 
§  897.36  on  what  might  constitute  fcdse 
and  misleading  advertising  has  created 
imintended  confusion.  Under  section 
502(a)  and  (q)(l)  of  the  act,  any 
restricted  device  is  misbranded  if  its 
advertising  or  labeling  is  false  or 
misleading  in  any  peurticular.  Section 
201  (n)  of  the  act  states  that: 

If  an  article  is  alleged  to  be  misbranded 
because  the  labeling  or  advertising  is 
misleading,  then  in  determining  whether  the 
labeling  or  advertising  is  misleading  there 
shall  be  taken  into  accoimt  (among  other 
things)  not  only  representations  made  or 
suggested  by  statement,  word,  design,  device, 
or  any  combination  thereof,  but  also  the 
extent  to  which  the  labeling  or  advertising 
fails  to  reveal  facts  material  in  the  light  of 
such  representations  or  material  with  respect 
to  consequences  which  may  result  from  the 
use  of  the  article  to  which  die  labeling  or 
advertising  relates  under  the  conditions  of 
use  prescribed  in  the  labeling  or  advertising  * 
thereof  or  imder  such  conditions  of  use  as  are 
customary  or  usual. 

After  review  of  the  applicable 
provisions  of  the  act  concerning  labeling 
and  advertising,  the  agency  has 
determined  that  those  provisions  are 
adequate  and  that  the  definition  in 
proposed  §  897.36  is  imnecessary. 


Because  cigarette  and  smokeless  tobacco 
advertising  remains  subject  to  regulatory 
action  if  it  is  false  or  misleading  in  any 
particular,  FDA  has  decided  to  delete 
§  897.36  fimm  the  final  rule. 

(97)  Some  comments  supporting 
proposed  §  897.36  recommended  that 
specific  restrictions  be  placed  on 
advertising  that  emphasizes  tar  and 
nicotine  levels  and  implies  a  weight 
benefit  to  tobacco  products. 

Other  comments  suggested  requiring 
the  disclosure  of  ingredients.  These 
comments  argued  that  consiuners  do  not 
know  the  ingredients  of  these  products 
or  the  functions  that  these  ingredients 
serve.  It  added  that  consumers  do  not 
know  the  doses  of  nicotine  and  other 
critical  materials  that  they  ingest  with 
these  products.  The  comment  stated  that 
terms  such  as  “light”  and  “low  tar” 
have  little  meaning  in  view  of  the 
tendency  of  consmners  to  smoke 
cigarettes  differently  depending  upon 
the  way  nicotine  delivery  has  l^n 
engineered.  A  comment  firom  a  tobacco 
company  opposed  disclosmre  of 
ingredients  fearing  loss  of  valuable  trade 
secret  information. 

The  agency  has  decided  that  these' 
comments  fail  outside  the  scope  of  this 
rulemaking.  The  agency  did  not  propose 
labeling  or  advertising  restrictions 
concerning  the  levels  of  tar,  nicotine,  or 
other  components  of  cigarettes  or 
smokeless  tobacco,  or  perceived  benefits 
of  tobacco  products,  only  that  labeling 
or  advertising  not  be  false  or  misleadfog. 
It  did  not  receive  comments  svifficient  to 
warrant  restrictions  addressing  these 
issues.  Consequently,  advertising  and 
labeling  claims  will  be  evaluated  on  a 
case  by  case  basis  for  compliance  with 
sections  201(n),  502(a),  (q),  and  (r), 

510(j)  (21  U.S.C.  360(j)),  and  520(e)  of 
the  act.  Therefore,  FDA  is  not  modifying 
part  897  to  address  these  concerns  at 
this  time. 

F.  Additional  First  Amendment  Issues 

Finally,  several  general  issues  were 
raised  by  commenters  concerning  the 
nature  of  the  protection  afforded 
commercial  speech  by  the  First 
Amendment. 

(98)  One  comment  argued  that  the 
original  vmderstanding  of  the  First 
Amendment  was  that  truthful 
commercial  messages  are  fully 
protected. 

In  response  to  this  comment,  FDA 
points  out  that  the  Supreme  Covut  took 
the  position  ffiat  the  First  Amendment 
does  not  protect  commercial  speech  (see 
Valentine  v.  Chrestensen,  316  U.S.  52 
(1942)),  until  it  repudiated  that  position 
in  Virginia  State  Bd.  of  Pharmacy  v. 


Virginia  Citizens  Consumer  Council, 

Inc.,  425  U.S.  748  (1976).  Since  1976, 
the  Corn!  has  decided  numerous  cases, 
most  recently  Rubin  v.  Coors,  Florida 
Bar  V.  Went  For  It,  Inc.,  and  44 
Liquormart  Inc.  v.  Rhode  Island,  that 
address  the  level  of  protection  afforded 
commercial  speech  by  the  First 
Amendment.  FDA  has  followed  that 
case  law  in  its  development  of  this  final 
rule.  Therefore,  FDA  has  developed  this 
final  rule  in  accordance  with  the 
applicable  law. 

(99)  A  comment  filed  by  an 
association  of  advertising  agencies 
warned  that  the  proposed  regulations 
“establish  a  dangerous  prec^ent  that 
could  open  the  floodgates  to  dramatic 
government  intrusion  into  the  process  of 
communication  *  *  *  and  [are]  a 
dangerous  blueprint  for  government 
censorship  of  other  kinds  of 
advertising.”  The  comment  expressed 
concern  that  regulations  of  advertising 
for  tobacco  products  will  permit,  in  fact 
will  encoiuage,  the  futvue  regulation  of 
other  “controversied  products.” 

Tobacco  products  are  not 
“controversial”  products  as  these 
comments  contend.  They  represent  the 
single  most  preventable  cause  of  death 
in  &e  United  States  (1989  Report  to  the 
Surgeon  General  at  p.  i).  Not  only  is  the 
harm  caused  by  tobacco  use  real  (the 
comment  refers  to  “imagined  harm”), 
but  the  product  that  produces  the 
disease  and  death  is  addictive. 

Moreover,  tobacco  use  begins  among 
yoimg  people,  who  may  be  able  to 
descrite  the  risks  of  tobacco  use,  but 
who  do  not  personalize  that  risk  to 
themselves.  These  young  people  begin 
to  use  tobacco  before  they  can 
adequately  weigh  the  consequences  of 
use  and  thus,  become  addicted  and 
subject  to  the  real  long  term  harms 
caused  by  tobacco  use.  That  is  why  all 
50  States  and  the  District  of  C^umhia 
outlaw  the  sale  of  tobacco  products  to 
those  under  18  years  of  age.  Finally,  as 
discussed  in  section  VI.D.  of  this 
document,  advertising  does  affect,  yoimg 
people’s  decision  to  use  tobacco 
products  in  a  significant  and  material 
way.  This  is  not  an  “assertion”  made 
out  of  whole  cloth  but  a  reality.  Thus, 
regulation  of  tobacco  advertising  may 
set  a  precedent  for  fuhire  government 
action,  but  it  sets  a  high  th^hold  for 
such  regulation. 

l^e  Supreme  Court  has  granted  ample 
protection  to  commercial  speech,  but 
the  Court  has  also  stressed,  nothing  in 
the  First  Amendment  prevents  the 
Government  firom  ensuring  “that  the 
stream  of  commercial  information  flows 
cleanly  as  well  as  fireely.”  (See  Edenfield 
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V,  Fane,  506  U.S.  761  *  768.)  One 
comment  noted:  “This  concern  takes  on 
special  force  where,  as  here,  crucial 
public  health  concerns  are  implicated, 
and  where  a  particularly  powerful  seller 
*  *  *  has  used  its  virtuaUy  limitless 
resources  to  satmate  the  marketplace 
with  its  promotional  messages.” 

The  Government’s  interest  in 
protecting  the  health  of  children  and 
teenagers  through  measures  designed  to 
prevent  them  from  beginning  a  lifetime 
of  addiction  and  disease  is  of  the 
highest  order  and  is  sufficient 
justification  for  the  restrictions  finalized 
here. 

Vn.  Education  Campaign 

In  the  Federal  Register  of  August  11, 
1995  (60  FR  41314),  the  Food  and  Drug 
Administration  (FDA)  proposed  to 
require  that  tobacco  companies  establish 
a  national  education  program,  using 
television  as  its  predominant  mediiun, 
to  discourage  children  and  adolescents 
from  using  cigarettes  and  smokeless 
tobacco  (the  1995  proposed  rule).  The 
agency  received  more  than  1,500 
comments  concerning  the  program, 
nearly  three-quarters  of  which  favored 
going  forward  with'  it.  The  comments 
rais^  many  issues  concerning  the 
program  as  proposed,  including  whether 
the  proposed  funding  would  be  either 
equitable  or  sufficient,  whether 
industry’s  level  of  involvement  would 
jeopardize  its  effectiveness,  whether 
current  industry  educational  programs 
are  sufficient,  about  the  design  of  the 
educational  programs,  the 
manufacturer’s  obligations  to  carry  them 
out,  the  agency’s  statutory  authority  to 
require  an  education  campaign  under 
section  520(e)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (the  act)(21  U.S.C. 
360j(e)),  and  the  constitutionality  of  the 
campaign  as  proposed. 

The  agency  has  reexamined  its 
statutory  authority  for  requiring  an 
education  campaign  and  believes  that 
section  518(a)  of  the  act  (21  U.S.C. 
360h(a))  is  more  appropriate  and 
practicable  than  the  restricted  device 
authority  in  section  520(e)  of  the  act 
imder  which  FDA  had  proposed  the 
education  campaign.  Under  section 
518(a)  of  the  act,  if  the  agency  finds  that 
a  device  presents  an  imreasonable  risk 
of  substantial  harm  to  the  public  health, 
that  notification  is  necessary  to 
eliminate  this  risk,  and  that  no  mom 
practicable  means  is  available  under  the 
act,  then,  after  consultation  with  device 
manufacturers,  the  agency  may  issue  a 
notification  order  that  requires  them  to 
notify  the  appropriate  persons  in  a  form 
appropriate  to  eliminate  the  risk.  The 


agency  has  used  section  518(a)’s 
separate,  affirmative  grant  of  statutory 
authority  on  a  niunber  of  occasions  to 
compel  medical  device  manufacturers  to 
provide  notice  to  users  or  potential 
users  of  their  products  about  rislcs 
presented  by  their  use  or  misuse. 

The  agency  believes  that,  with  respect 
to  cigarettes  and  smokeless  tobacco,  it 
could  make  the  findings  required  by 
section  518(a)  of  the  act  and  so  could 
order  tobacco  manufacturers  to  notify 
young  people  about  the  substantial 
health  rislcs  that  tobacco  products 
present  in  a  form  appropriate  to 
eliminate  the  risk.  That  is,  the  agency 
believes  that  it  could  find  that  cigarettes 
and  smokeless  tobacco  present  an 
luueasonable  risk  of  substantial  harm  to 
the  public  health,  that  notification  is 
necessary  to  eliminate  this  risk,  and  that 
no  more  practicable  means  is  available 
under  the  act. 

The  agency  hiis  concluded,  therefore, 
that  it  will  not  require  an  education 
campaign  as  part  of  this  tobacco  rule. 

The  agency  intends,  how^ever,  to  send 
letters  that  indicate  that  the  agency 
believes  that  it  could  make  the  statutory 
findings  necessary  to  issue  notification 
orders  imder  section  518(a)  of  the  act  to 
cigarette  and  smokeless  tobacco 
manufacturers.  As  section  518(a)  of  the 
act  requires,  these  consultation  letters 
will  offer  tobacco  companies  an 
opportunity  to  consult  with  the  agency 
about  the  necessity  for,  and  specific 
requirements  of,  any  notification  orders 
before  the  agency  issues  any  orders  to 
the  companies. 

Because  the  education  campaign  will 
not  be  a  requirement  of  this  final  rule, 
the  agency  need  not  respond  to  the 
many  comments  that  it  received 
concerning  the  proposed  campaign. 
Nevertheless,  because  the  agency 
intends  to  pursue  implementation  of  an 
education  campaign  using  the 
notification  provision  of  section  518(a) 
of  the  act,  the  agency  will  respond 
briefly  to  comments  that  questioned  the 
effectiveness  and  design  of  the  proposed 
education  campaign. 

(1)  The  agency  received  comments 
questioning  the  effectiveness  of  other 
educationed  campaigns  and  the  agency’s 
use  of  these  campaigns  to  support  the 
position  that  a  national  educational 
campaign  would  be  effective  in  helping 
reduce  tobacco  use  among  young 
people.  Comments  from  the  tobacco 
industry  argued  that  studies  cited  by 
FDA  are  scientifically  flawed  and 
therefore  that  the  agency  overstated  the 
likely  effects  of  the  provision.  One 
industry  comment  argued  that  FPA 


misinterpreted  a  study  by  Simonich 
(the  Simonich  study),  dted  in  the 
preamble  to  the  1995  proposed  rule  to 
demonstrate  that  the  mecfia  campaign 
conducted  under  the  Fairness  Doctrine 
(FD)  reduced  cigarette  consumption  by 
6.2  percent  (60  FR  41314  at  41327).  The 
comment  concluded  that  the  data  from 
the  Simonich  study  indicated  that  the 
overall  effect  of  the  Fairness  Doctrine 
was  merely  a  0.4  percent  decline  in  per 
capita  consumption. 

FDA  disagrees  with  the  industry’s 
interpretation  of  the  Simonich  study. 

The  agency  believes  that  the  Simonich 
study  results,  correctly  interpreted, 
indicate  that  the  FD  education  campaign 
reduced  per  capita  cigarette 
consumption  an  average  of  4.5 
percent,  ^52  that  is,  a  4.5  percent 
reduction  in  consumption  over  the 
period  of  time  over  which  the  FD  was 
in  effect  for  entire  quarters.  Thus,  the 
FD  education  campaign  did  play  an 
important  role  in  reducing  per  capita 
cigarette  consumption. 

(2)  Comments  j^so  questioned  the 
effectiveness  of  education  programs 
cited  by  the  agency.  The  tobacco 
industry’s  comment  argued  that 
California’s  $26  million  multi-year 
media  campaign  actuedly  confijmed  that 
televised  education  campeugns  do  not 
influence  youth  smoking.  Further,  the 
comment  stated  that  it  weis  not  possible 
to  say  what  impact,  if  any,  a  national 
media  campaign’s  introduction  or 
termination  had  on  consumption  in 
Greece  because  Greece’s  educational 
television  and  radio  advertising 
campaign  was  only  one  element  of  an 
overall  education  campaign. 

With  regard  to  the  California  media 
campaign,  FDA  notes  that  this  campaign 
was  directed  to  adults,  not  young 
people.  Moreover,  the  media  campaign 
was  countered  by  increased  per  capita 
spending  by  the  tobacco  industry  in  the 
types  of  imagery-based  advertising  that 
influences  children  and  adolescents. 
Therefore,  the  agency  would  have 
expected  the  media  campaign  to  have 
had  a  greater  negative  impact  on  tobacco 
use  by  adults  than  by  children  and 


Simonich,  W.  L.,  “Government  Antismoking 
Policies,”  Peter  Lang  Publishing,  Inc.,  1991. 

Simonich  modeled  the  effect  of  the  FD  as;  % 

A  Consumption  =  -0.063(X|  -t-  .46416Xt.| 

,464162Xt.2  +  .464162X|.3)  waere  X,  represents 
antismoking  advertising  exp-enditures  in  quarter  t 
and  -0.063  is  the  coefficient  for  the  FD  stock 
variable  obtained  horn  the  analysis  [Id.,  p.  153). 
FDA  used  Simonich’s  model  and  his  “Estimated 
Fairness  Doctrine  Real  Advertising  Expenditure  per 
Capita  14-t-”  data  series  [Id.,  pp.  250,  and  259-260) 
to  calculate  the  quarterly  percent  reduction  in  per 
capita  cigarette  consumption  from  March  1967 
through  April  1970.  The  average  percent  reduction 
in  consumption  for  this  period  was  4.5  percent. 
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adolescents.  FDA  continues  to  believe 
that  California’s  efforts  indicate  that 
education  ciunpaigns,  over  time,  can 
counter  and  reduce  the  impact  of 
prosmoking  efforts. 

Further,  while  the  comment  correctly 
notes  that  Greece’s  national  effort  to 
reduce  smoking  included  posters, 
booklets,  and  similar  educational 
materials  distributed  through  schools, 
health  centers,  and  other  channels,  the 
primary  and  most  significant  element  of 
its  program  consisted  of  antismoking 
messages  broadcast  on  television  and 
radio.  FDA  continues  to  believe  the 
Greek  experience  indicates,  as  stated  in 
the  preamble  to  the  1995  proposed  rule, 
that  intensive  education  and  media 
messages  about  the  health  risks 
associated  with  tobacco  use  can  be 
effective. 

(3)  Many  comments  from  the  tobacco 
and  media  industries  and  from  adult 
smokers  argued  that  an  education 
campaign  is  unnecessary  because 
cigarette  manufactmers,  individually 
and  through  the  Tobacco  Institute,  have 
imdertaken  volimtarily  a  variety  of 
educational  programs  aimed  at 
discouraging  imderage  smoking,  and 
because  antismoking  lessons  are  taught 
in  schools. 

By  contrast,  other  comments 
questioned  industry’s  commitment  to 
reduce  imderage  use  of  tobacco 
products.  For  example,  several 
comments  emphasized  that  a  voluntary 
program  run  by  industry  in  the  mid 
1980’s  failed  to  acknowledge  that 
tobacco  is  addictive  or  causes  disease. 

FDA  agrees  with  comments  that  the 
tobacco  industry  has  failed  to  include  in 
its  voluntary  youth  educational 
programs  important  information,  such 
as  the  addictive  nature  of  tobacco  and 
the  association  between  tobacco  use  and 
disease.  FDA  further  agrees  that  this 
lack  of  complete  information  about 
tobacco  products  makes  it  necessary  to 
require  that  messages  about  the  risks  of 
tobacco  use  be  dir^ted  to  children  and 
adolescents.  The  recently  observed 
decline  in  the  proportion  of  youth  who 
see  smoking  as  dangerous,  despite  the 
widespread  dissemination  through 
schools  of  information  about  the  health 
hazards  associated  with  tobacco  use, 
supports  the  need  for  an  immediate 
response  to  this  problem.  Moreover, 
recent  evidence  suggests  that  school- 
based  education  programs  most 
effectively  reduce  imderage  smoking 
when  used  in  conjunction  with  media 
messages. 


Vin.  Additional  Regulatory 
Requirements 

Subpart  E  of  part  897  in  the  Food  and 
Drug  Administration’s  (FDA’s)  August 
11, 1995,  proposed  rule  (60  FR  41314) 
would  have  consisted  of  three 
provisions:  §  897.40  would  have 
required  manufacturers  to  submit 
certain  reports  and  would  have  required 
manufacturers,  distributors,  and 
retailers  to  make  records  available  to 
FDA  upon  inspection;  §  897.42  would 
have  instructed  manufacturers, 
distributors,  and  retailers  to  comply 
with  any  more  stringent  State  or  local 
requirements  relating  to  the  sale, 
distribution,  labeling,  advertising,  or  use 
of  cigarettes  and  smokeless  tobacco  and 
would  have  notified  State  and  local 
governments  how  to  request  an  advisory 
opinion  concerning  the  preemptive 
effect  of  part  897  on  any  particular  State 
or  local  requirement;  and  §  897.44 
would  have  required  the  agency  to  take 
additional  regulatory  measures  if,  7 
years  after  the  date  of  publication  of  the 
final  rule,  the  percentage  of  people 
under  age  18  who  smoke  cigarettes  had 
not  decreased  by  50  percent  since  1994 
and/or  the  percentage  of  males  under  18 
who  use  smokeless  tobacco  had  not 
decreased  by  50  percent  since  1994. 

Proposed  §  897.40  Records  and 
Reports,  would  have  implemented 
sections  510(j)  and  704(a)  of  the  act  (21 
U.S.C.  360(j)  and  374(a))  with  respect  to 
cigarettes  and  smokeless  tobacco. 

Section  510(j)  of  the  act  requires  the 
submission  of  labels,  labeling,  and  a 
representative  sampling  of  advertising 
to  FDA,  and  section  704(a)  of  the  act 
gives  the  agency  inspection  authority, 
which  also  includes  the  authority  to 
examine  records,  files,  papers, 
processes,  controls,  and  facilities: 

bearing  on  whether  *  *  *  restricted 
devices  which  are  adulterated  or  misbranded 
within  the  meaning  of  this  Act,  or  which  may 
not  be  manufactured,  introduced  into 
interstate  commerce,  or  sold,  or  offered  for 
sale  by  reason  of  any  provision  of  this  Act, 
have  been  or  are  being  manufactured, 
processed,  packed,  transported,  or  held  in 
any  such  place,  or  otherwise  bearing  on 
violation  of  this  Act. 

Proposed  §  897.42  Preemption  of  State 
and  Local  Requirements  and  Requests 
for  Advisory  Opinions,  was  intended  to 
reflect  the  preemption  provision  in 
section  521(a)  of  the  act  (21  U.S.C. 
360k(a));  that  section  states,  in  relevant 
part,  that: 

no  State  or  political  subdivision  of  a  State 
may  establish  or  continue  in  effect  with 
respect  to  a  device  intended  for  human  use 
any  requirement-(l)  which  is  different  from, 
or  in  addition  to,  any  requirement  applicable 
under  this  Act  to  the  device,  and  (2)  which 


relates  to  the  safety  or  effectiveness  of  the 
device  or  to  any  other  matter  included  in  a 
requirement  applicable  to  the  device  under 
this  Act 

Proposed  §  897.42  was  also  intended  to 
recognize  that  many  States  and  local 
governments  have  enacted  innovative 
and  effective  laws  and  regulations 
pertaining  to  cigarettes  and  smokeless 
tobacco  and  to  encourage  further 
activity  in  these  areas  (60  FR  41314  at 
41340). 

In  proposed  §  897.44  Additional 
Regulatory  Measures,  FDA  recognized 
that  many  different  factors  influence  a 
young  person’s  decision  to  start 
smoking  or  to  use  smokeless  tobacco 
and  that  the  affected  industries  have 
historically  shown  their  ability  to  find 
new  ways  of  promoting  their  products 
whenever  restrictions  were  imposed  (60 
FR  41314  at  41341).  Consequently,  to 
guard  against  the  possibility  that  its 
comprehensive  regulations  might  be 
circumvented  and  to  give  firms  an 
incentive  to  take  appropriate  actions  to 
discourage  cigarette  and  smokeless 
tobacco  sales  to  people  under  18,  the 
agency  proposed  to  require  additional 
regulatory  measures  if  the  outcome- 
based  objectives  specified  in  proposed 
§  897.44  were  not  met. 

In  response  to  comments  and  upon 
further  examination  of  existing  statutory 
and  regulatory  requirements,  the  agency 
has  deleted  §§  897.40,  897.42,  and 
897.44  from  the  final  rule. 

§  897.40 — ^Records  and  Reports 

Proposed  §  897.40(a)  would  have 
required  each  manufacturer  to  submit, 
on  an  annued  basis,  copies  of  all  labels 
(or  a  representative  sample  of  labels  if 
the  labels  would  be  similar  for  multiple 
products),  copies  of  all  labeling,  and  a 
representative  sample  of  advertising. 
Proposed  §  897.40(b)  would  have 
provided  an  address  for  such  materials. 

(1)  The  agency  received  a  number  of 
comments  from  distributors, 
wholesalers,  and  retailers  stating  that  it 
would  be  too  costly  and  time- 
consuming,  and  thus  too  burdensome 
for  small  businesses  to  submit  the 
information  required  by  proposed 
§  897.40(a)  and  further,  that  the- 
information  collected  would  not  be  „ 
useful  in  prohibiting  young  people  from 
using  tobacco  products. 

These  comments  misread  proposed 
§  897.40(a)  by  interpreting  the  section  to 
apply  to  distributors  of  tobacco 
products.  By  its  terms,  this  provision 
only  applied  to  manufacturers  of 
cigarettes  and  smokeless  tobacco.  FDA 
agrees  with  the  comments  that  it  is 
unnecessary  for  the  agency  to  receive 
labels,  labeling,  and  a  representative 
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sampling  of  advertising  for  cigarettes 
and  smokeless  tobacco  handled  by 
distributors.  In  order  to  clarify  this  point 
further,  FDA  has  deleted  proposed 
§  897.40(a)  and  (b),  and  is  explicitly 
exempting  distributors  of  cigarettes  and 
smokeless  tobacco  from  the  registration 
requirement  in  section  510  of  the  act. 
Exempting  distributors  from  the 
registration  requirement  results  in  their 
exemption  from  the  record  submission 
requirements  in  section  510(j)  of  the  act. 
The  agency  has  amended  the  existing 
device  registration  and  listing 
regulations  in  part  807  by  adding  a  new 
provision,  at  §  807.65()),  to  reflect  this 
exemption. 

FDA  is  authorized,  imder  section 
510(g)(4)  of  the  act,  to  exempt  persons 
from  the  requirement  of  registering 
imder  section  510  of  the  act.  The  agency 
agrees  with  the  comments  discussed 
above  that  stated  that  reporting  by 
distributors  would  be  too  bimlensome 
and  would  not  result  in  any  useful 
information.  FDA  believes  that  it  will 
receive  all  the  information  it  needs  from 
manufacturers,  who  are  required  to  list 
information  with  FDA  under  section 
510  of  the  act.  Further,  there  was 
virtually  no  public  comment  supporting 
a  registration  and  listing  requirement  for 
distributors.  Based  on  these 
considerations,  FDA  finds  that  it  is 
appropriate  to  exempt  distributors  of 
cigarettes  and  smokeless  tobacco,  as 
defined  in  §  897.3(c),  from  the 
registration  requirement  in  section  510 
of  the  act  as  originally  proposed  because 
compliance  section  510  of  the  act 
by  distributors  “is  not  necessary  for  the 
protection  of  the  public  health.” 

A  comment  from  the  cigarette 
industry  argued  that  §  897.40(a)  was 
inconsistent  with  the  recordkeeping 
requirements  in  pcul  807  (21  CFR  part 
807)  (the  device  registration  and  listing 
regulations)  by  requiring  annual 
submissions.  A  comment  from  a  public 
health  organization  supported  proposed 
§  897.40,  and  stated  that  the  reporting 
requirements  were  the  same  as  those 
faced  by  other  manufacturers  of  drug 
delivery  devices. 

Qgarette  and  smokeless  tobacco 
manufacturers  are  required  to  register 
and  list  under  section  510  of  the  act. 
Upon  consideration  of  the  industry 
comment,  the  agency  believes  it  is  more 
appropriate  for  manufacturers  to  comply 
with  the  existing  device  registration  and 
listing  requirements  in  part  807  than  to 
create  new  requirements  in  this 
regulation.  Therefore,  as  stated  earlier, 
FDA  has  deleted  proposed  §  897.40(a) 
and  (b)  frnm  the  rule. 


(2)  A  comment  from  the  coimtry’s 
largest  association  of  health 
professionals  supported  proposed 

§  897.40,  but  suggested  that  FDA  expand 
the  reporting  requirements  to  have  each 
manufacturer  monitor  brand-specific 
uptake  by  children  and  adolescents.  The 
comment  suggested  that  these  data 
could  be  used  to  supplement 
information  frnm  the  Monitoring  the 
Future  project  and  other  surveys  that  do 
not  currently  contain  brand-specific 
data.  The  comment  also  stated  that  cigar 
and  loose-leaf  tobacco  manufacturers 
should  be  required  to  monitor  and 
report  on  use  of  their  products  by 
people  under  18. 

Tlie  agency  declines  to  accept  the 
comment’s  suggestions.  FDA  believes  it 
is  not  necessary  to  obtain  such  data  at 
this  time.  Rather,  it  is  more  appropriate 
to  allow  the  provisions  of  the  final  rule 
to  become  effective  and  to  monitor  the 
effectiveness  of  the  program  before 
considering  the  addition  of  new 
requirements.  FDA  also  notes  that  it  is 
not  asserting  jurisdiction  over  cigars; 
cigar  manufacturers  are  not  subject  to 
the  requirements  of  this  rule. 

Proposed  §  897.40(c)  would  have 
required  manufacturers,  distributors, 
and  retailers  to  make  records  and  other 
information  available  to  FDA  inspectors 
for  piuposes  of  inspection,  review, 
copying,  or  any  other  use  related  to  the 
enforcement  of  the  act. 

(3)  An  industry  comment  argued  that 
proposed  §  897.40(c) — ^which  required 
manufacturers,  distributors,  and 
retailers  to  “make  all  records  and  other 
information  collected  under  this  part 
and  all  records  and  other  information 
related  to  the  events  and  persons 
identified  in  such  records”  available  to 
FDA  officials — so  exceeds  FDA’s 

-  authority  that  it  fails  the  test  set  out  in 
United  States  v.  Morton  Salt  Co.,  338 
U.S.  632,  652  (1950),  and,  therefore, 
violates  the  Fourth  and  Fifth 
Amendments  to  the  Constitution.  The 
comment  argued  that  §  897.40(c)  may 
require  the  release,  for  example,  of 
marketing  strategies,  sales  figures, 
profits,  persoimel  data,  and  proprietary 
information^ 

FDA  disagrees  with  this  corrunent,  but 
nevertheless,  the  agency  has  deleted 
§  897.40(c).  Part  897  does  not  add 
records  requirements  beyond  those 
applicable  to  devices  generally  under 
existing  regulations,  e.g.,  part  803  (21 
CFR  part  803)  (medical  device 
reporting),  part  804  (21  CFR  part  804) 
(medical  device  distributor  reporting), 
part  807  (registration  and  listing),  and 
part  820  (21  CFR  part  820)  (good 
manufacturing  practice).  Section 


897.40(c),  as  proposed,  is  therefore 
unnecessary,  since  FDA  retains  the 
records,  reports,  and  inspection 
authority  with  respect  to  cigarettes  and 
smokeless  tobacco  that  it  has  with 
respect  to  other  restricted  devices.  This 
authority  is  found,  for  example,  in 
sections  510,  519,  702,  703,  and  704  of 
the  act  (21  U.S.C.  360,  360i,  372,  373, 
and  374).  In  particular,  section  704  of 
the  act  explicitly  authorizes  the  agency 
to  inspect  record  regarding  restricted 
devices,  including  records  and  reports 
(and  the  related  research)  required 
under  section  519  of  the  act,  shipment 
data,  and  data  as  to  the  qualifications  of 
technical  and  professional  personnel 
performing  functions  subject  to  the  act, 
except  that  such  inspections  may  not 
extend  to  financial,  sales,  pricing,  or 
other  personnel  and  research  data. 

Warrantless  inspections  of  drug  and 
device  manufacturers  authorized  by 
section  704  of  the  act  are  “reasonable” 
.and  therefore  consistent  with  the  Fourth 
Amendment,  in  part  because  section 
704  delineates  the  scope  of  inspections 
with  respect  to  prescription  drugs  and 
restricted  devices.  (See  United  States  v. 
Jamieson-McKames  Pharmaceuticals, 

651  F.2d  532,  538  and  n.9  (8th  Or.). 
cert,  denied,  455  U.S.  1016  (1981).) 

In  particular,  section  704  of  the  act 
meets  the  test  established  by  the 
Supreme  Court,  and  dted  in  the 
comment,  that  is  applied  to  scrutinize 
administrative  subpoenas  under  the 
Fourth  Amendment’s  proscription  of 
imreasonable  searches  and  seizures  and 
the  Fifth  Amendment’s  Due  Process 
Clause:  “the  inquiry  is  within  the 
authority  of  the  agency,  the  demand  is 
not  too  indefinite  and  the  information 
sought  is  reasonably  relevant”  (Morton 
Salt,  338  U.S.  at  652  (regarding  order 
requiring  report  about  compliance  with 
earlier  agency  order);  see  also  EEOC  v. 
Shell  Oil  Co.,  466  U.S.  54,  72  n.26 
(1984)  (citing  Morton  Salt  regarding 
administrative  subpeona);  Reich  v. 
Montana  Sulphur  and  Chem.  Co.,  32 
F.3d  440, 448  (9th  Cir.  1994)  (same). 
cert,  denied,  115  S.Ct  1355  (1995); 
Resolution  Trust  Corp.  v.  Walde,  18 
F.3d  943, 946  (D.C.  Cir.  1994)  (same)). 

The  comment  stressed  that  §  897.40(c) 
as  proposed  failed  to  satisfy  the  first 
part  of  the  Morton  Salt  test  because  the 
act  does  not  grant  FDA  authority  to 
regulate  tobacco  products  and  bscause 
Congress  has  repeatedly  refused  to  give 
FDA  such  authority.  As  discussed  in 
detail  in  the  1996  Jurisdictional 
Determination  aimexed  hereto,  FDA  is 
extending  jurisdiction  over  tobacco 
products  by  a  lawful  application  of  the 
act.  Moreover,  the  records,  reports,  and 
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inspection  provisions  in  sections  510, 
519,  702,  703,  and,  in  particular,  section 
704  of  the  act,  clearly  specify  the 
agency’s  authority  to  inspect  regarding 
restricted  devices,  including  records 
and  reports  required  pursuant  to  section 
519  of  the  act.  An  inspection  of  records 
from  manufactiuers,  distributors,  or 
retailers  regarding  tobacco  products — 
which  are  restricted  devices  and  which 
pursuant  to  this  rule  are  subject  to  the 
reporting  requirements  of  parts  803  and 
804 — is  therefore  “within  the  authority 
of  the  agency”  as  required  by  the 
Supreme  Court  in  Morton  Salt  (338  U.S. 
at  652).  Moreover,  because  sections  704 
and  519  of  the  act  define  the  scope  of 
such  requests,  by  their  terms,  such 
requests  would  meet  the  second  and 
third  parts  of  the  Morton  Salt  test,  since 
they  would  not  be  “too  indefinite  and 
the  information  sought  (would  be] 
reasonably  relevant”  to  enforcement  of 
the  provisions  of  part  897  [Id.). 

Even  in  the  absence  of  proposed 
§  897.40(c),  manufacturers,  dfistributors, 
and  retailers  of  cigarettes  and  smokeless 
tobacco  are  subject  to  the  same  records 
access  and  inspection  requirements  as 
are  any  manufacturers,  distributors,  and 
retailers  of  restricted  medical  devices. 

As  discussed  in  this  section,  these 
requirements  are  fully  consistent  with 
the  Fourth  and  Fifth  Amendments. 

(4)  Several  comments  fi’om 
distributors  and  retailers  asserted  that 
the  recordkeeping  requirements  in 
proposed  §  897.40(c)  would  be 
expensive  and  especially  hard  on  small 
businesses.  A  few  comments  also 
claimed  that  proposed  §  897.40(c) 
would  not  affect  sales  to  children  and 
adolescents,  but  would  instead  result  in 
lost  business  as  distributors  or  retailers 
would  have  to  take  the  time  to  prepare 
and  to  maintain  records.  A  small 
number  of  comments  simply  opposed 
proposed  §  897.40(c)  without  providing 
any  reason  or  said  it  was  “offensive,” 
“intrusive,”  or  would  not  produce  any 
useful  information  during  an  inspection. 

As  stated  previously  in  this  section, 
FDA  has  revised  the  rule  to  delete 
§  897.40(c)  entirely.  The  agency  beUeves 
that  the  existing  reporting  requdrements 
in  other  regulations  (such  as  part  803  for 
medical  device  reporting  (as  amended 
by  this  rule),  part  804  for  medical  device 
distributor  reporting  (as  amended  by 
this  rule),  part  807  for  registration  and 
listing  (as  amended,  to  exclude 
distributors  of  cigarettes  and  smokeless 
tobacco),  and  part  820  for  good 
manufacturing  practices)  meike 
proposed  §  897.40(c)  unnecessary.  The 
agency  has  also  amended  the  rule  to 
exempt  distributors  of  cigarettes  and 


smokeless  tobacco  from  part  807.  Thus, 
distributors  are  only  expected  to  comply 
with  the  medical  device  distributor 
reporting  requirements  in  ptut  804. 

Retailers  have  no  recordkeeping  or 
reporting  requirements  under  part  897. 

Notwithstanding  these  changes  to  the 
rule,  FDA  befieves  that  the  comments 
misimderstand  the  purpose  of 
recordkeeping  and  reporting.  The 
records  and  reports  that  were  described 
in  the  1995  proposed  rule  were  never 
intended  to  have  a  direct  role  in 
reducing  illegal  sales  to  children  and 
adolescents.  Neither  were  they  intended 
to  divert  distributor  or  retailer  staff  to 
ministerial  functions  or  to  intrude  into 
business  activities.  To  the  contrary, 
records  and  reports  can  help  firms  and 
FDA  ensure  compliance  with  the 
regulations.  For  manufacturers, 
distributors,  and  retailers,  records  and 
reports  demonstrate  whedier  they  have 
complied  with  a  particular  requirement. 
Records  are  especiedly  valuable  in  this 
respect  because  FDA’s  enforcement 
strategy  relies  heavily  on  site 
inspections  to  determine  whether  a 
party  has  compUed  with  a  statutory  or 
regulatory  requirement,  and  records  can 
show  or  help  an  agency  inspector 
determine  whether  a  firm  has  a  good 
compliance  history.  Firms  that  have 
good  compUance  histories  usually  are 
inspected  less  fiequently  than  others, 
whereas  firms  ,with  poor  compliance 
histories  may  be  inspected  more 
fiequently  or  more  rigorously. 

Inspections  have  other  important 
benefits  for  firms.  Inspections  can  reveal 
areas  where  firms  can  improve  their 
operations.  Inspections  also  apply  to 
fijms  equally,  regardless  of  their  size,  so 
firms  that  manufactiire,  distribute,  or 
sell  the  same  or  similar  products  meet 
the  same  conditions  or  requirements. 
Furthermore,  inspections,  and  FDA 
enforcement  generally,  give  consumers 
greater  assurance  in  the  products  they 
purchase  because  those  products  are 
held  to  the  same  standards  or 
requirements. 

For  FDA,  records  and  reports  can 
provide  information  on  current  industry 
practices  and  trends,  help  identify 
potential  problems  in  a  regulatory 
program  or  in  a  firm’s  or  industry’s 
practice,  and  even  conserve  agency 
resources  by  letting  the  agency 
concentrate  its  inspection  efforts  on 
firms  with  poor  compUance  histories. 

Thus,  for  these  reasons,  FDA 
disagrees  with  those  comments 
suggesting  that  recordkeeping  and 
reporting  requirements  or  FDA 
inspections  Avill  have  no  useful  purpose. 


§  897.42 — ^Preemption  of  State  emd  Local 
Requirements  and  Requests  for 
Advisory  Opinions 

(5)  FDA  received  several  comments 
that  opposed  proposed  §  897.42, 
claiming  that  it  was  inconsistent  with 
the  process  for  requesting  exemptions 
from  the  preemption  requirement  in 
section  521  of  the  act.  The  agency  also 
received  some  comments  supporting 
proposed  §  897.42  precisely  because  it 
would  have  recognized  and  would  have 
preserved  more  stringent  State  and  local 
requirements. 

After  careful  consideration  and  closer 
review  of  the  act,  the  agency  hais  deleted 
proposed  §  897.42  from  the  rule.  This 
issue  is  addressed  in  greater  detail  in 
section  X.  of  this  document. 

Under  §  897.44  of  the  1995  proposed 
rule,  FDA  would  have  estabUshed  goals 
of  a  50-percent  reduction  in  cigarette 
use  by  individuals  under  the  age  of  18 
years;  a  50-percent  reduction  in 
smokeless  tobacco  use  by  males  imder 
the  age  of  18  years;  and  no  increase  in 
smokeless  tobacco  use  by  females  xmder 
the  age  of  18  years.  The  agency  stated 
it  would  take  additional  regulatory 
measiues  if  these  goals  were  not  met  7 
years  after  the  publication  date  of  the 
final  rule. 

FDA  derived  its  outcome-based  goals 
from  the  “Healthy  People  2000” 
objectives.  “Healthy  People  2000”  sets 
national  health  promotion  and  disease 
prevention  objectives  for  Americans. 
The  report  was  a  joint  effort  by  the  U.S. 
PubUc  Health  Service  (PHS),  the 
Institute  of  Medicine  (lOM)  at  the 
National  Academy  of  Sciences  (NAS), 
almost  300  national  membership 
organizations  such  as  the  American 
Medical  Association  (AMA),  the 
American  Academy  of  Pediatrics  (AAP), 
and  the  Blue  Cross  and  Blue  Shield 
Association,  and  all  State  health 
departments.  “Healthy  People  2000” 
established  a  basic  goal  to  reduce  by 
half  the  initiation  of  cigarette  smoking 
by  children  and  youth  by  the  year  2000. 

The  agency  proposed  measuring 
progress  toward  the  stated  goals  by  use 
of  an  objective,  scientifically  valid,  and 
generally  accepted  survey,  such  as  the 
Monitoring  the  Future  Project  (MTFP). 
MTFP,  funded  by  the  National  Institute 
on  Drug  Abuse  (NIDA)  and 
administered  by  the  Institute  for  Social 
Research  at  the  University  of  Michigan, 
has  collected  data  on  daily  smoking  by 
12th  graders  every  year  since  1976  and 
on  smokeless  tobacco  use  by  12th 
graders  for  the  years  1986  to  1989  and 
1992  to  1995. 

The  agency  did  not  include  any 
specific  additional  requirements  in  the 
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1995  proposed  rule,  but  stated  that  FDA 
would  propose  specific  additional 
measures  when  it  publishes  a  final  rule 
and  invited  public  comment  on  what 
additional  requirements  should  be 
considered. 

The  agency  received  a  niunber  of 
comments  arguing  that  the  agency 
should  wait  until  it  knows  specifically 
what  progress  has  been  made  toward  the 
goals  before  proposing  additional 
regulatory  measiues.  This  approach 
would  allow  the  agency  to  identify 
specific  barriers  to  achieving  the  goals 
and  to  tailor  any  additional 
requirements  to  these  barriers.  Other 
comments  argued  that  FDA  must 
provide  the  public  an  opportunity  to 
comment  on  specific  additional 
regulatory  measures  before  they  would 
take  efiect.  FDA  has  decided  that  there 
is  merit  to  these  comments.  At  this  time, 
therefore,  the  agency  is  not  proposing 
additional  regulatory  measures  beyond 
the  restrictions  in  this  regulation  and 
the  requirements  imder  section  518  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (the  act)  (21  U.S.C.  360h).  The 
agency  instead  plans  to  monitor 
industry  compliance  with  the  agency’s 
requirements  as  well  as  the  progress 
made  toward  meeting  the  stated  goals  of 
reducing  the  use  of  tobacco  products  by 
individuals  imder  the  age  of  18  within 
7  years.  In  the  event  that  additional 
measures  are  necessary  to  achieve  the 
goals,  the  agency  retains  the  authority  to 
propose  and  issue  additional  regulatory 
requirements  in  a  future  rulemaking 
proceeding. 

FDA  received  approximately  60 
individual  comments  related  to  this 
provision,  about  evenly  divided  in 
support  and  opposition.  Opposition 
cfune  primarily  fiom  the  tobacco 
manufacturing  and  advertising 
industries  and  fiom  tobacco  retailers. 
Comments  fiom  several  State  legislators 
edso  opposed  additional  measures,  as 
did  one  fiom  a  State  department  of 
agriculture.  Some  comments  maintained 
the  provision  was  invalid  and 
imconstitutional;  others  objected  that 
“when  regulations  fail,  the  answer  is  not 
more  regulations.’’ 

Support  for  the  measure  came  fiom 
national  health  organizations.  State 
health  departments,  and  individuals 
who  identified  themselves  as  parents, 
public  health  professionals,  educators, 
and  former  smokers.  Supporters  stressed 
the  importance  of  efiective  measiues  to 
improve  the  health  of  current  and  future 
generations. 

(6)  One  comment  opposing  the 
proposed  provision  contended  that 
imposing  additional  regulatory 


measures  at  the  time  that  the  final  rule 
is  published  would  be  unreasonable 
berause  it  would  not  permit  a  flexible 
response  to  future  circumstances.  It 
argued,  for  example,  that  the  same 
additional  regulatory  measures 
"apparently  would  be  triggered  at  the 
specified  date  regardless  of  whether  the 
reduction  in  the  next  7  years  is  49.8 
percent  or  2  percent.’’ 

Several  comments  in  support  of  the 
provision  also  advocated  greater 
flexibility,  but  for  different  reasons. 
Because  of  the  serious  adverse  health 
effects  linked  to  the  use  of  tobacco 
products,  these  comments  urged  the 
agency  not  to  wait  7  years  to  evaluate 
progress  and  institute  corrective 
measures.  Instead,  they  recommended 
interim  or  ongoing  review  of 
compliance  with  ^e  regulations  and 
progress  toward  achieving  the  goals. 

FDA  agrees  it  is  useful  to  put  in  place 
a  system  that  will  allow  flexibility  in 
responding  to  future  circumstances. 
Therefore,  the  agency  has  decided  to 
review  on  an  ongoing  basis  the 
effectiveness  of  specific  provisions.  It 
will  rely  on  data  fi*om  the  MTKP  and 
other  surveys  recognized  as  using  sound  . 
methodology  to  help  measure 
compliance  with  the  provisions,  detect 
loopholes,  and  evaluate  progress  in 
achieving  the  goals.  'This  will  permit 
FDA  to  identify  problem  areas  in  a 
timely  manner  and  seek  public 
comment  on  whether  additioned 
measures  should  be  considered. 

(7)  Some  comments  objected  to  any 
further  restrictions.  Others  argued 
specifically  against  further  advertising 
restrictions,  saying  it  is  illogical  to 
impose  such  additional  measures 
without  first  considering  and  attacking 
other  causes  for  continued  smoking 
among  youth.  A  few  comments  were 
concerned  that  the  proposed  provision 
would  inevitably  result  in  a  complete 
ban  of  all  tobacco  products,  with  a  few 
of  those  charging  ^at  this  was  FDA’s 
true  intent. 

One  comment  objected  to  the  agency 
announcing  as  part  of  a  final  rule 
specific  measures  it  will  impose,  rather 
than  simply  propose,  some  time  in  the 
future,  maintaining  that  “  *  *  *  the 
agency  will  have  failed  to  provide 
meaningful  notice  and  opportunity  to 
comment.’’ 

Many  comments  supported  additional 
regulatory  measures,  if  needed,  to 
achieve  the  desired  reductions  in 
tobacco  use  by  young  people.  Some 
advocated  further  restrictions  on 
advertising,  including:  (1)  Eliminating 
eill  tobacco  product  advertising  except 
for  point-of-purchase  annoimcements  of 


product  availability  limited  to  black  and 
white  text  only;  (2)  prohibiting  all  point 
of  purchase  advertising:  (3)  eliminating 
dui^  mail  marketing  for  cigarettes  and 
smokeless  tobacco;  (4)  prohibiting  all 
outdoor  advertising;  (5)  prohibiting 
advertising  in  publications  marketed  to 
youths,  and  possibly  revising  the 
definition  of  “adult  publications’’;  and 
(6)  outlawing  all  marketing  of  cigarettes 
and  smokeless  tobacco.  One  comment 
recommended  plain  packaging  of 
cigarettes,  and  ohe  suggested 
broadening  the  proposed  education 
program. 

Comments  also  proposed  additional 
sales  restrictions  on  tobacco  products, 
including  stringent  licensing 
requirements,  increasing  the  age  of  sale 
to  19,  and  selling  cigarettes  in  cartons 
only. 

FDA  rejects  the  comments  suggesting 
that  the  agency  intends  to  eventually 
ban  all  tobacco  products,  as  the  agency 
has  repeatedly  stated  that  such  an 
outcome  is  not  the  appropriate  public 
health  response  under  the  act.  FDA  is 
not  proposing  the  additional  restrictions 
on  advertising  or  access  suggested  in  the 
comments  bemuse  FDA  does  not 
anticipate  at  this  time  that  these 
additional  measures  will  be  required. 

DC.  Implraientation  Dates 

The  Food  and  Drug  Administration 
(FDA)  has  concluded  that  the  provisions 
of  this  rule  should  become  effective  1 
ye£ir  after  its  date  of  publication  in  the 
Federal  Register,  with  three  exceptions. 
A  6-month  effective  date  is  established 
for  the  requirements  in  §  897.14(a)  and 
(b)  prohibiting  retailers  from  selling 
cigarettes  or  smokeless  tobacco  to 
persons  under  age  18  and  requiring 
retailers  to  check  photographic 
identification  of  young  purchasers  for 
proof  of  age.  The  requirement  in 
§  897.34(c)  prohibiting  sponsorships 
using  cigarette  or  smokeless  tobacco 
brand  names  or  other  indicia  of  product 
identification  will  be  effective  2  years 
fiom  the  date  of  publication  of  this  final 
rule.  Finally,  manufacturers  will  be 
required  to  comply  with  the  registration 
and  listing  requirements  in  part  807, 
and  the  good  manufacturing  practice 
requirements  in  part  820,  2  years  from 
the  date  of  publication  of  this  final  rule. 

Although  the  agency  specifically 
requested  comment  on  when  the  various 
provisions  in  the  proposed  rule  should 
become  effective,  FDA  received 
relatively  few  comments  on  this  subject. 

(1)  One  comment  that  opposed  the 
rule  argued  that  FDA  should  give 
industry  an  opportunity  in  a  hearing  to 
challenge  the  “factual  underpinnings’’ 
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of  the  rule  before  proceeding  to 
implementation.  In  contrast,  a 
supporting  comment  strongly  favored 
immediate  action  to  implement  the  rule, 
and  a  second  comment  stated  that 
postponing  implementation  by  even  a 
year  “means  that  another  500,000  young 
people  will  become  reguletr  users  of 
tobacco  products.”  Another  supporting 
comment  recommended  that  the 
effective  date  for  provisions  that 
prohibit  sales  to  persons  under  18  be  no 
more  than  90  days  from  the  date  the 
final  regulations  are  issued,  and  that  the 
effective  date  for  provisions  affecting 
advertising  and  labeling  be  6  months 
hum  the  date  the  final  regulations  are 
issued. 

FDA  is  not  persuaded  that  a  hearing 
is  needed  on  the  “factual 
underpinnings”  of  the  rule.  In  the 
preamble  to  the  1995  proposed  rule,  the 
agency  provided  its  rationale  and 
evidentiary  basis  for  each  provision  of 
the  regulation;  interested  persons  have 
had  a  full  opportunity  to  submit  their 
comments  and  emy  factual  supporting 
data  for  the  agency  to  consider.  Informal 
notice  and  comment  rulemaking  does 
not  require  more.  Moreover,  the  agency 
believes  that  there  would  be  Uttle  to 
gain  from  holding  such  a  hearing,  and 
that  this  step  would  needlessly  delay 
implementation  of  the  final  rule.  Full 
responses  to  the  challenges  made  by  this 
and  other  comments  on  the  factual  bases 
for  the  rule  are  provided  in  this 
document. 

Because  FDA  has  found  that 
thousands  of  children  piuchase 
cigarettes  every  day,  the  agency  agrees 
with  the  supporting  comments  that 
restrictions  on  such  sales  should  be  put 
into  effect  as  soon  as  possible.  FDA 
recognizes,  however,  that  the  States  also 
have  laws  restricting  youth  access  to 
tobacco  products,  some  of  which  may  be 
preempted  under  section  521  of  the  act 
by  this  final  regulation.  The  agency 
intends  to  allow  sufficient  time  for 
applications  for  exemption  from 
preemption  to  be  requested,  considered 
by  the  agency,  and  acted  upon. 
TTierefore,  FDA  has  determined  that 
§  897.14(a)  and  (b),  which  prohibit  the 
sale  of  tobacco  products  to  individuals 
imder  the  age  of  18  and  require  retailers 
to  examine  a  photographic 
identification  to  ensure  that  the 
purchaser  is  at  least  18  years  of  age,  and 
is  basic  to  the  goals  of  this  final  rule, 
will  become  effective  6  months  from  the 
date  of  publication  of  this  final  rule  in 
the  Federal  Register.  This  should  allow 
adequate  time  for  the  agency  to  process 
the  applications  for  exemption  from 
preemption  while  not  unduly  delaying 


the  implementation  of  a  very  important 
part  of  the  regulation. 

(2)  As  for  the  recommendation  by  one 
comment  that  the  advertising  and 
labeling  provisions  of  the  nile  become 
effective  6  months  after  the  final  rule  is 
issued,  FDA  believes  that  this  period  of 
time  is  not  consistent  with  the  agency’s 
policy  of  allowing  sufficient  time  for  . 
affected  entities  to  learn  about  and 
comply  with  new  regulatory 
requirements.  Instead,  based  on  its  own 
experience  and  that  of  other 
Government  agencies  in  regulating 
product  advertising  and  labeling,  FDA 
has  arrived  at  a  period  of  1  year  from  the 
date  of  publication  of  this  final  rule  in 
the  Federal  Register  for  manufacturers, 
distributors,  and  retailers  to  meet  most 
of  the  requirements  of  the  rule.  In 
reaching  this  conclusion,  FDA  has  taken 
into  consideration  the  time  needed  to 
comply  with  all  the  requirements  of  the 
rule,  including  time  for  designing  new 
labeling  and  advertising,  for  printing  or 
filming  these  new  materials,  for  affixing 
new  product  labels  and  disseminating 
new  advertising  materials,  and  for  using 
up  existing  inventories  of  products, 
supplies  of  promotional  materials,  and 
coupons  that  do  not  comply  with  the 
new  requirements. 

Examples  of  activities  that  will 
become  violative  and  must  cease  1  year 
from  the  date  of  pubUcation  of  this  rule 
in  the  Federal  Register  include  vending 
machine  sales  of  cigarettes  and 
smokeless  tobacco  and  sales  from  self- 
service  displays  (except  in  the  narrowly- 
defined  locations  that  are  exempted), 
sales  of  single  cigarettes  from  opened 
paclcages  (“loosies”),  sales  of  packages 
with  fewer  than  20  cigarettes,  mail-order 
redemption  of  coupons  for  tobacco 
products,  distribution  of  free  tobacco 
samples,  and  the  sale  or  distribution  of 
nontobacco  items  showing  the  brand 
name  (alone  or  in  conjunction  with  any 
other  word),  logo,  symbol,  motto,  selling 
message,  recognizable  color  or  pattern 
or  colors,  or  any  other  indicia  of  product 
identification  identiced  or  similar  to,  or 
identifiable  with,  those  used  for  any 
brand  of  cigarettes  or  smokeless  tobacco. 
Examples  of  additional  requirements 
that  must  be  met  1  year  from  the  date 
of  publication  include  all  advertising 
requirements  (except  as  noted  below), 
and  the  requirement  that  manufacturers 
not  use  a  trade  or  brand  name  of  a 
nontobacco  product  on  a  cigarette  or 
smokeless  tobacco  product  except  as 
specified  in  §  897.16(a). 

The  agency  is  excepting  from  the  1- 
year  implementation  period  the 
requirement  that  manufacturers  comply 
with  the  existing  registration  and  listing 


requirements,  found  in  part  807.  The 
agency  recognizes  that  manufacturers 
are  not  accustomed  to  complying  with 
these  recordkeeping  and  reporting 
requirements  and  will  require 
additional  time  in  which  to  develop 
appropriate  compliance  procedures. 
Iherefore,  FDA  is  granting 
manufacturers  2  years  from  the  date  of 
publication  of  this  final  rule  to  begin 
complying  with  the  requirements  under 
part  807.  The  same  reasoning  has  led 
the  agency  to  allow  manufacturers  the 
same  2-year-period  to  prepare  before 
they  are  required  to  comply  with  the 
good  manufacturing  practice 
requirements  in  part  820. 

Finally,  the  agency  is  also  excepting 
fiem  the  1-year  implementation  period 
the  prohibitions  in  §  897.34  (c)  of 
sponsorship  usiug  cigarette  or 
smokeless  tobacco  brand  names  or  other 
indicia  of  product  identification.  The 
agency  recognizes  that  sponsorship  of 
events  is  often  arranged  well  in  advance 
and  that  some  event  promoters  may  be 
disadvantaged  if  they  are  not  allowed 
adequate  time  to  replace  tobacco 
sponsors  who  elect  to  cease  sponsoring 
the  event,  rather  than  switch  to  their 
corporate  name.  Accordingly,  this  final 
rule  provides  that  §  897.34(c)  will 
become  effective  2  years  from  the  date 
of  publication  of  this  final  rule. 

X.  Relationship  Between  the  Rule  and 
Other  Federal  and  State  Laws 

This  section  of  the  document 
discusses  issues  concerning  the 
relationship  between  this  rule  and  other 
Federal  and  State  laws.  More 
specifically,  sections  X.A.  and  X.B.  of 
this  docmnent  analyze  comments  that 
addressed  the  potential  effect  upon  this 
rule  of  other  Federal  statutes  that 
contain  express  provisions  that  restrict 
some  areas  of  Federal  regulation  of 
tobacco  products.  Section  X.C.  of  this 
docvunent  analyzes  comments  that 
raised  the  issue  of  whether  this  rule 
conflicts  with  the  congressional  purpose 
behind  the  current  regidatory  scheme 
for  tobacco  products.  Section  X.D.  of 
this  document  analyzes  comments  that 
addressed  the  issue  of  whether  Congress 
intended  for  the  current  regulatory 
scheme  for  tobacco  products  to  be 
exclusive,  such  that  this  rule  might  be 
foreclosed.  Finally,  sections  X.E.  and 
X.F.  of  this  docmnent  analyze 
comments  that  addiessed  the 
preemptive  effect  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (the  act) 
that  the  Food  and  Drug  Administration’s 
(FDA’s)  regulation  of  tobacco  products 
as  drug  delivery  devices  will  have  upon 
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State  and  local  reqviirements  and  upon 
State  product  liability  claims. 

A.  The  Federal  Cigarette  Labeling  and 
Advertising  Act 

(1)  A  niunber  of  comments  argued 
that  FDA’s  August  11, 1995,  proposed 
rule  (60  FR  41314)  (the  1995  proposed 
rule)  is  precluded  by  section  5  of  the 
Federal  Qgarette  Labeling  and 
Advertising  Act  (the  Cigarette  Act  (15 
U.S.C.  1334)).  Other  comments 
expressed  the  opposite  view,  stating  that 
15  U.S.C.  1334  did  not  preclude  the 
1995  proposed  rule.  Some  of  the 
comments  that  found  no  preclusion 
noted  that  the  scope  of  15  U.S.C.  1334- 
is  narrow,  and  applies  only  to  cigarette 
packages,  thereby  allowing  for 
regulation  of  cigarette  advertising  and 
promotion  as  contemplated  by  the  1995 
proposed  rule.  After  considering  all  of 
the  comments.  FDA  has  concluded  that 
none  of  the  rule’s  provisions,  as 
embodied  in  the  final  rule,  is  expressly 
precluded  by  the  Cigarette  Act.  The 
following  analysis  explains  this 
conclusion. 

The  Cigarette  Act  contains  the 
following  provisions  pertaining  to 
regiilation  of  cigarettes: 

(a)  No  statement  relating  to  smoking  and 
health,  other  than  the  statement  requited  by 
[15  U.S.C.  1333],  shall  be  required  on  any 
cigarette  package. 

(b)  No  requirement  or  prohibition  based  on 
smoking  and  health  shall  be  imposed  under 
State  law  with  respect  to  the  advertising  or 
promotion  of  any  cigarettes  the  packages  of 
which  are  labeled  in  conformity  with  the 
provisions  of  this  chapter. 

(15  U.S.C.  1334  (emphasis  added)) 

15  U.S.C.  1334(b)  is  expressly  limited 
to  requirements  or  prohibitions  imposed 
tmder  State  law,  that  relate  to 
advertising  or  promotion  of  cigarettes. 
Thus,  15  U.S.C.  1334(b)  is  inapplicable 
to  FDA’s  regulation  tmder  part  897  and 
does  not  foreclose  FDA  hum  regulating 
cigarette  advertising  or  promotion: 

15  U.S.C.  1334(a),  which  applies  to 
statements  on  the  cigarette  package, 
extends  to  both  Federal  and  State 
regulation.  However,  the  scope  of  15 
U.S.C.  1334(a)  is  narrow,  precluding 
Federal  and  State  regulation  of 
cigarettes  only  to  the  extent  that  such 
regulation  would  require  any  statement 
(other  than  the  statement  required  by  15 
U.S.C.  1333)  “relating  to  smoking  and 
health’’  to  appear  on  the  cigarette 
package. 

There  are  two  types  of  information 
that  the  final  rule  requires  on  cigarette 
packages.  The  first  is  the  “established 
name,’’  such  as  “Cigarettes,”  which  is 
required  by  section  502(e)(2)  of  the  act 
(21  U.S.C.  352(e)(2)),  and  wMch  the 


agency  is  implementing  under  §  897.24. 
Tire  established  name  requirement  is 
applicable  to  all  devices  regulated  imder 
the  act,  and  it  serves  merely  to  aid 
consumers  in  the  identification  of  the 
product. 

The  second  type  of  information  that 
the  final  rule  requires  on  cigarette 
packages  is  the  statement  of  intended 
use  and  age  restriction  required  imder 
§  897.25.  This  statement  informs 
cousmners  about  the  products’  intended 
uses  and  that  the  products  may  not  be 
sold  to  persons  under  the  age  of  18. 

Neither  the  established  name  nor  the 
statement  of  intended  use  and  age 
restriction  is  “relatfed]  to  smoking  and 
health.’’  Any  indirect  relationship  these 
requirements  might  have  to  smoking 
and  health  is  incidental  and  would  be 
too  “tenuous,  remote,  or  peripheral’’  to 
trigger  preclusion  imder  15  U.S.C. 
1334(a).  (See  District  of  Columbia  v. 
Greater  Washington  Bd.  of  Trade,  113  S. 
Ct.  580,  583  n.l  (1992)  (“Pre-emption 
does  not  occur  *  *  *  if  the  [law  at 
issue]  has  only  a  ‘tenuous,  remote,  or 
peripheral’  connection  with  [the  subject 
to  which  preemption  is  applicable],  as 
is  the  case  with  many  laws  of  general 
applicability’’)  (citations  omitted).)  To 
find  otherwise  could  render  the  limiting 
language  of  15  U.S.C.  1334(a) 
meaningless.  (See  New  York  State 
Conference  of  Blue  Cross  &  Blue  Shield 
Plans  V.  Travelers  Ins.  Co.,  115  S.  Ct. 
1671, 1677  (1995)  (finding  that  overly 
broad  construction  of  the  phrase  “relate 
to”  “would  *  *  *  read  Congress’s 
words  of  limitation  as  mere  sham,  and 
[would]  read  the  presumption  against 
pre-emption  out  of  the  law  whenever 
Congress  speaks  to  the  matter  with 
generality”).) 

The  agency  notes  that  the  established 
name  requirement  under  §  897.24  is 
analogous  to  requirements  imposed  by 
the  Bureau  of  Alcohol,  Tobacco  and 
Firearms  (BATF)  on  cigarette  packages. 
Under  26  U.S.C.  5723(b),  “[e]very 
package  of  tobacco  products  *  *  *  shall 

*  *  *  bear  the  marl^,  labels,  and 
notices,  if  any,  that  the  Secretary  by 
regulation  prescribes.”  Under  this 
statutory  provision,  BA'TF  has  issued 
regulations  requiring,  for  instance,  that 
“[e]very  package  of  cigarettes  shall 

*  *  *  have  adequately  imprinted 
thereon,  or  on  a  label  securely  affixed 
thereto,  the  designation  ‘cigarettes’,  the 
quantity  of  such  product  contained 
therein,  and  the  classification  for  tax 
pmposes,  i.e.,  for  small  cigarettes,  either 
‘small’  or  ‘Class  A’,  and  for  laige 
cigarettes,  either  ‘large’  or  ‘Class  B’.” 
(See  27  CFR  270.215.)  In  the  same  way 
that  the  requirement  imder  27  CFR 


270.215  does  not  run  afoul  of  15  U.S.C. 
1334  because, it  does  not  relate  to 
smoking  and  health,  the  established 
name  requirement  under  §  897.24  is 
also  not  precluded. 

Further  guidance  on  the  scope  of 
preclusion  under  the  Cigarette  Act  can 
be  found  in  the  legislative  history  and 
purpose  behind  the  Cigarette  Act.  The 
history  and  purpose  make  clear  that 
Congress  intended  15  U.S.C.  1334  to 
preclude  only  those  “statements”  that 
constituted  warning  or  cautionary 
statements  on  cigarette  packages.  (See 
Cipollone  v.  Liggett  Group,  Inc.,  112  S. 
Ct.  2608,  2618-19  (1992)  (finding  that 
“no  statement  relating  to  smoking  and 
health”  language  in  1965  version  of  the 
Cigarette  Act  referred  to  the  sort  of 
warning  provided  for  in  section  4  of  that 
statute).)  253  (See  also  H.  Rept.  449,  89th 
Cong.,  1st  sess.  (1965),  reprinted  in  1965 
U.S.  Code  Cong.  &  Admin.  News  2350, 
2350  (the  Qgarette  Act  prohibits  “the 
requirement  of  any  other  caution 
statement  on  the  labeling  of  cigarettes 
under  laws  administered  by  any 
Federal,  State,  or  local  authority”).) 

Clearly,  neither  §  897.24  nor  §  897.25 
is  a  warning  or  cautionary  statement  of 
the  t3rpe  Congress  intended  to  preclude 
under  15  U.S.C.  1334.  Accordingly,  the 
requirements  under  these  sections  of  the 
final  rule  are  not  foreclosed  by  the 
Cigarette  Act. 

B.  The  Comprehensive  Smokeless 
Tobacco  Health  Education  Act 

(2)  Several  comments  noted  that  the 
1995  proposed  rule  would  prohibit 
advertisements  for  smokeless  tobacco 
fix)m  appearing  in  certain  locations  and 
media.  One  comment  stated  that  any 
prohibition  on  advertising  under  the 
1995  proposed  rule  amounts  to  a 
“compelled  absence  of  advertising,”  and 
is  as  much  a  “statement  relating  to  the 
use  of  smokeless  tobacco  and  health”  as 
is  an  explicit  message  requirement. 
Thus,  the  comment  asserted  that  such 
restrictions  are  expressly  precluded  by 
the  Comprehensive  Smokeless  Tobacco 
Health  ^ucation  Act  (the  Smokeless 
Act). 


293  Some  of  the  comments  take  issue  with  FDA’s 
application  of  Federal-State  preemption  law, 
pointing  out  that  the  Supremacy  Clause  and  Tenth 
Amendment  upon  which  this  law  is  based  have  no 
application  in  determining  the  relationship  between 
different  Federal  statutes.  FDA  is  fully  aware  that 
Federal-State  preemption  law,  as  well  as  those  cases 
such  as  Cipollone  that  apply  it,  do  not  directly 
govern  the  present  situation  concerning  preclusion 
of  Federal  regulations  by  Federal  law.  However,  the 
principles  contained  in  Federal-State  preemption 
law  provide  some  general  guidance  for  determining 
the  scope  of  preclusion  intended  by  Congress, 
regardless  of  whether  that  preclusion  is  directed  at 
State  or  Federal  law. 
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Another  comment  stated  that  FDA’s 
proposed  restrictions  on  the  advertising 
of  smokeless  tobacco  are  foreclosed 
because  they  directly  affect  such 
advertising  in  a  maimer  that  is  “so 
nearly  identical”  “in  purpose  and 
effect”  to  the  advertising  requirements 
mandated  by  the  Smokeless  Act  that 
they  fall  widiin  that  statute’s  express 
prohibition  of  any  other  Federal 
“statement”  related  to  smoking  emd 
health.  In  contrast,  some  comments 
stated  the  position  that  the  1995 
proposed  rule  is  not  expressly 
precluded  by  the  Smokeless  Act. 

After  considering  all  comments,  FDA 
has  concluded  that  none  of  the  1995 
proposed  rule’s  provisions,  with  one 
exception,  is  expressly  precluded  by  the 
Smokeless  Act.  The  following  analysis 
explains  this  conclusion. 

The  Smokeless  Act  contains  the 
following  provision  pertaining  to 
regulation  of  smokeless  tobacco: 

No  statement  relating  to  the  use  of 
smokeless  tobacco  and  health,  other  than  the 
statements  required  by  [15  U.S.C.  4402],  shall 
be  required  by  any  Federal  agency  to  appear 
on  any  package  or  in  any  advertisement 
(unless  the  advertisement  is  an  outdoor 
billboard  advertisement)  of  a  smokeless 
tobacco  product. 

(15  U.S.C.  4406(a)  (emphasis  added)) 

15  U.S.C.  4406(a)  precludes  only 
“statement[s].”  Most  requirements 
\mder  the  final  rule,  sudi  as  those  that 
limit  the  locations  or  media  in  which 
smokeless  tobacco  may  be  advertised, 
do  not  constitute  “statements”  within 
the  meaning  of  15  U.S.C.  4406(a).  (See 
Banzhafv.  Federal  Communications 
Commission,  405  F.2d  1082  (D.C.  Cir. 
1968)  (holding  that  the  FCC  ruling  was 
not  precluded  by  the  Cigarette  Act 
because  the  ruling  did  not  require 
inclusion  of  any  “statement  *  *  *  in 
the  advertising  of  any  cigarettes”),  cert, 
denied,  396  U.S.  842  (1969).)  Thus, 
those  sections  of  the  final  rule  that  limit 
the  location  or  media  in  which 
smokeless  tobacco  may  be  advertised,  as 
well  as  other  requirements  in  the  final 
rule  that  do  not  actually  mandate  on 
affirmative  statement,  are  not  expressly 
precluded  by  the  Smokeless  Act. 

Only  three  sections  of  the  final  rule 
actually  require  inclusion  of  a 
“statement”  on  the  packaging  or  in  the 
advertising  of  smokeless  tobacco.  These 
sections  are  §§897.24,  897.25,  and 
897.32(c).  In  addition,  proposed 
§  897.36,  which  is  being  omitted  from 
the  final  rule  for  reasons  discussed  later 
in  this  section,  would  have  required 
such  a  statement. 

As  with  cigarettes,  §  897.24  requires 
that  packages  of  smokeless  tobacco  beu 
the  products’  established  names. 


Section  897.25  mandates,  in  part,  that 
packages  of  smokeless  tobacco  bear  a 
statement  of  the  products’  intended  uses 
and  age  restriction.  Section  897.32(c) 
requires  that  advertising  for  smokeless 
tobacco  include  the  products’ 
established  names  and  statements  of 
their  intended  uses.  (See  section 
502(r)(l)  and  (r)(2)  of  the  act.) 

For  reasons  similar  to  those  discussed 
with  regard  to  the  Cigarette  Act,  none  of 
the  statements  required  under  §§  897.24, 
897.25,  and  897.32(c)  are  precluded 
under  15  U.S.C.  4406(a).  (See  section 
X.A.  of  this  document.)  First,  the 
required  statements  do  not  directly 
“relat[e]  to  the  use  of  smokeless  tobacco 
and  health.”  Second,  the  required 
statements  are  not  “statements”  of  the 
sort  precluded  by  15  U.S.C.  4406(a) 
because  they  do  not  convey  any  type  of 
cautionary  message  or  warning  of  the 
sort  Congress  intended  to  foreclose. 
Accordingly,  the  statements  are  not 
precluded  by  15  U.S.C.  4406(a). 

Proposed  §  897.36  would  have 
declared  the  labeling  or  advertising  of 
cigarettes  and  smokeless  tobacco  to  be 
false  or  misleading  if  it  contained  “any 
express  or  implied  false,  deceptive,  or 
misleading  statement,  omit[ted] 
important  information,  lack[ed]  fair 
balance,  or  lack[ed]  substantial  evidence 
to  support  any  claims  made  for  the 
product.”  Upon  review  of  the  comments 
and  reconsideration  of  this  provision, 
FDA  believes  that,  in  some  instances, 
manufacturers  of  smokeless  tobacco 
might  have  been  required  under  FDA’s 
proposed  rule  to  incorporate  a  statement 
relating  to  the  use  of  smokeless  tobacco 
and  health  on  the  package  or  in  the 
advertising  of  a  smokeless  tobacco 
product  in  order  to  correct  an  omission 
of  important  information  or  a  lack  of  fair 
balance.  Similarly,  cigarette 
manufacturers  might  have  been  required 
to  include  a  statement  relating  to 
smoking  and  health  on  the  cigarette 
package.  Such  requirements  would  be 
precluded  imder  the  Smokeless  Act  or 
the  Cigarette  Act.  Thus,  FDA  has 
omitted  §  897.36  from  the  final  rule. 

The  agency  notes,  however,  that 
tobacco  products,  like  other  products 
regulated  under  the  act,  are  still  subject 
to  section  502(a)  of  the  act,  vvhich 
provides,  in  part,  that  a  device  shall  be 
deemed  to  be  misbranded  “[i]f  its 
labeling  is  false  or  misleading  in  any 
particular.”  Any  requirement  imposed 
under  section  502(a)  of  the  act  upon 
tobacco  products  is  limited,  however,  to 
the  extent  that  it  is  precluded  by  the 
Smokeless  Act  or  the  Cigarette  Act. 


C.  Conflict  With  Congressional  Purpose 
Behind  Current  Regulatory  Scheme  For 
Tobacco  Products 

A  number  of  comments  asserted  that 
the  1995  proposed  rule  conflicts  with 
other  Federal  statutes  that  regulate 
tobacco  products.  These  comments 
focused  on  three  specific  statutes:  The 
Cigarette  Act,  the  Smokeless  Act,  and 
the  PubUc  Health  Service  Act  (the  PHS 
Act) 

1.  The  Qgarette  Act  and  The  Smokeless 
Act 

(3)  A  number  of  comments  argued 
that  the  1995  proposed  rule  would 
conflict  with,  and  would  nullify,  some 
of  the  congressional  objectives  behind 
the  Cigarette  Act  and  the  Smokeless  Act. 
Based  on  the  alleged  conflict,  some  of 
the  comments  asserted  that  the  general 
provisions  of  the  act  must  give  way  to 
the  specific  provisions  of  the  Cigarette 
Act  and  the  Smokeless  Act. 

FDA  disagrees.  As  explained  in 
sections  X.A.  and  X.B.  of  this  document., 
FDA  regulation  of  tobacco  products 
under  the  authority  of  the  act  does  not 
conflict  with  the  Cigarette  Act  or  the 
Smokeless  Act,  and  thus  such  regulation 
is  clearly  capable  of  coexisting  with 
these  statutes.  (See  Connecticut 
National  Bank  v.  Germain,  112  S.  Ct. 
1146, 1149  (1992)  (“so  long  as  there  is 
no  ‘positive  repugnancy’  between  two 
laws,  a  court  must  give  effect  to  both”) 
(citation  omitted);  Morton  v.  Mancari, 
417  U.S.  535,  551  (1974)  (“The  courts 
are  not  at  liberty  to  pick  and  choose 
among  congressional  enactments,  and 
when  two  statutes  are  capable  of 
coexistence,  it  is  the  duty  of  the  courts, 
absent  a  clearly  expressed  congressional 
intention  to  the  contrary,  to  regard  each 
as  effective”),) 

The  comments  asserted  a  number  of 
areas  in  which  the  1995  proposed  rule 
would  allegedly  conflict  with  Federal 
law  and  congressional  intent: 

(4)  Numerous  comments  argued  that 
the  1995  proposed  rule  is  precluded 
because  Congress,  through  enactment  of 
the  Qgarette  Act  and  the  Smokeless  Act. 
intended  to  foreclose  all  Federal 
agencies  other  than  the  Federal  Trade 
Commission  (FTC)  and  the  Federal 
Communications  Commission  (FCC) 
from  regulating  the  labeling  and 
advertising  of  tobacco  products.  Some  of 
the  comments  criticized  the  1995 
proposed  rule,  asserting  that  it  would 
cause  tobacco  product  manufacturers  to 
be  held  to  separate  and  conflicting 
standards  of  conduct  by  difierent 
agencies,  thus  conflicting  with 
congressional  intent  to  prevent  “diverse, 
nonuniform,  and  confusing  cigarette 
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labeling  and  advertising  regulations.” 

As  a  specific  example  of  potential 
separate  and  conflicting  Federal 
standards,  some  of  the  comments  hoted 
that  proposed  §  897.34  would 
completely  prohibit  the  use  of  some 
promotional  items  that  are  exempted  by 
FTC  from  the  congressionally  mandated 
warning  under  the  Qgarette  Act. 

FDA  disagrees  with  these  comments. 
When  Congress  enacted  the  Cigarette 
Act  and  the  Smokeless  Act,  it  very 
carefully  considered  the  proper  scope  of 
preclusion  applicable  to  Federal 
agencies  in  the  regulation  of  tobacco 
products.  The  express  terms  of  15  U.S.C. 
1334(a)  and  15  U.S.C.  4406(a)  clearly 
reflect  the  full  scope  of  preclusion  of 
Federal  agencies  intended  by  Congress. 

Had  Congress  believed  more 
preclusion  to  be  necessary,  it  could  have 
easily  expanded  the  express  scope  of  15 
U.S.C.  1334(a)  and  15  U.S.C.  4406(a). 

(See  Banzhaf,  405  F.2d  at  1089  (Had 
Congress  intended  to  foreclose  other 
types  of  Federal  regulation,  “it  might 
reasonably  be  expected  to  have  said  so 
directly — especi^ly  where  it  was 
careful  to  include  a  section  entitled 
‘Preemption’  specifically  forbidding 
designated  types  of  regiilatory  action”); 
Central  Bank  of  Denver  v.  First 
Interstate  Bank,  114  S.  Ct.  1439, 1448 
(1994)  (Congress  knows  how  to  enact 
legislation  expressly).)  Indeed,  Congress 
took  this  very  approach  with  respect  to 
the  scopte  of  preemption  applicable  to 
Stales  under  the  Cigarette  Act  when  it 
drafted  15  U.S.C.  1334(b)  in  a  broad 
manner  to  encompass  ‘‘requirement[s]” 
and  “prohibition[s].” 

The  discrepancy  in  Congress’  choice 
of  words  with  regard  to  the  scope  of  15 
U.S.C.  1334(a)  and  (b)  is  significant  m 
its  implications.  By  not  including 
‘‘requirement  or  prohibition”  in  15 
U.S.C.  1334(a)  and  expressly  foreclosing 
only  ‘‘statements”  relating  to  smoking 
and  health.  Congress  clearly  intended  to 
narrowly  limit  the  scope  of  foreclosure 
of  regulation  applicable  to  Federal 
agencies.  (See  Brovm  v.  Gardner,  115  S. 
Q.  552,  556  (1994)  (‘“[w)here  Congress 
includes  particular  language  in  one 
section  of  a  statute  but  omits  it  in 
another  section  of  the  same  Act,  it  is 
generally  presvuned  that  Congress  acts 
intention^ly  and  purposely  in  the 
disparate  inclusion  or  exclusion’”) 
(citation  omitted).)  In  a  similar  fashion. 
Congress  demonstrated  an  intent  to 
restrict  the  scope  of  Federal  preclusion 
under  15  U.S.C.  4406(a)  by  narrowly 
tailoring  the  language  of  that  subsection. 

Thus,  given  the  narrow  scope  of  15 
U.S.C.  1334(a)  and  15  U.S.C.  4406(a). 
the  Cigarette  Act  and  the  Smokeless  Act 


do  not  foreclose  ‘‘separate”  Federal 
requirements,  other  than  cautionary 
health-based  statements  as  discussed  in 
sections  X.A.  and  X.B.  of  this  document. 
Although  the  final  rule  imposes 
requirements  on  tobacco  product 
manufacturers,  these  requirements  do 
not  conflict  with  the  Cigarette  Act  or  the 
Smokeless  Act  and,  consequently,  are 
not  precluded  by  those  statutes. 
Moreover,  that  FTC  might  allow  certain 
actions  \mder  its  statutory  mandate  does 
not  preclude  FDA  from  prohibiting  such 
actions  under  a  different  statutory 
mandate.  (See  New  York  Shipping  Ass’n 
V.  Federal  Maritime  Common,  854  F.2d 
1338, 1367  (D.C.  Or.  1988)  (“there  is  no 
anomaly  if  conduct  privileged  xmder 
one  statute  is  nonetheless  condemned 
by  another”),  cert,  denied,  488  U.S. 

1041  (1989).) 

(5)  Some  of  the  comments  asserted 
that  Congress  intended  that  the  sole 
health-based  restraints  that  were  to  be 
imposed  on  the  commerce  of  tobacco 
products  were  to  be  those  provided  in 
the  Qgarette  Act  and  the  Smokeless  Act. 

FDA  disagrees  with  this  assertion. 
First.  FDA  clearly  may  exercise  legal 
authority  to  regulate  tobacco  products 
when  the  evidence  establishes  that  the 
products  have  intended  uses  that  fall 
within  the  act’s  definition  of  a  “drug.” 
Indeed,  the  agency  has  done  so  in 
several  instances.  (See,  e.g..  United 
States  V.  354  Bulk  Cartons  *  *  *  Trim 
Reducing-Aid  Cigarettes,  178  F.  Supp. 
847,  851  (D.N.J.  1959)  (cigarettes 
claimed  to  reduce  weight  were  drugs 
because  they  were  intended  to  affect  the 
structure  or  function  of  the  body); 

United  States  v.  46  Cartons,  More  or 
Less,  Containing  Fairfax  Cigarettes,  113 
F.  Supp.  336,  338-39  (D.N.J.  1953) 
(cigarettes  claimed  to  prevent 
respiratory  diseases  were  drugs  because 
they  were  intended  to  treat  or  prevent 
disease).)  Moreover,  the  comments’ 
assertion  that  health-beised  constraints 
can  be  imposed  upon  tobacco  products 
only  under  the  Qgarette  Act  and  the 
Smokeless  Act  necessarily  leads  to  the 
erroneous  conclusion  that  much  Federal 
and  State  regulation,  such  as  health- 
based  workplace  smoking  restrictions 
and  health-based  age  limits  on  access,  is 
foreclosed.  As  other  comments 
recognized.  Congress  obviously  did  not 
intend  for  such  broad  preclusion  to  be 
the  case.  (See  Banzhaf,  405  F.2d  at  1089 
(finding  that  “[n]othing  in  the  [Qgarette 
Act]  indicates  that  Congress  had  any 
intent  at  all  with  respect  to  other  types 
of  regulation  by  other  agencies — much 
less  that  it  specifically  meant  to 
foreclose  all  such  regulation”).) 


(6)  Some  comments  asserted  that 
FDA’s  proposed  restrictions  on  certain 
advertising  for  tobacco  products  are  at 
odds  with  congressional  intent  to  allow 
the  continued  use  of  advertising  for 
these  products  in  conj\mction  with  the 
statutorily  required  warnings. 

FDA  dfsagrees.  As  discussed  in 
sections  X.A.  and  X.B.  of  this  dociunent, 
preclusion  of  Federal  regulation  of 
advertising  for  tobacco  products  is  very 
narrow  in  scope  and  does  not 
encompass  FDA’s  final  rule.  Moreover, 
as  one  court  has  noted: 

[Tjhere  is  no  anomaly  if  conduct  privileged 
under  one  statute  is  nonetheless  condemned 
by  another,  we  expect  persons  in  a  complex 
regulatory  state  to  conform  their  behavior  to 
the  dictates  of  many  laws,  each  serving  its 
own  special  purpose. 

(New  York  Shipping  Ass’n,  854  F.2d  at 
1367) 

Thus,  the  mere  fact  that  certain 
advertising  for  tobacco  products  is 
permitted  imder  the  current  regulatory 
scheme  for  those  products  does  not 
preclude  FDA  from  placing  restrictions 
on  such  advertising. 

(7)  Some  comments  alleged  that  the 
1995  proposed  rule  would  conflict  with 
Federal  law  and  congressional  intent 
because  it  would  have  an  impact  on  the 
commerce  of  tobacco  products. 

FDA  disagrees.  Any  proscriptive 
regulation  of  tobacco  products 
inevitably  imposes  economic  burdens 
upon  commerce  of  those  products. 

Thus,  following  the  comments’  line  of 
argiunent,  all  proscriptive  regulation  of 
cigarettes  is  foreclosed  by  the  Qgarette 
Act  and  the  Smokeless  Act.  As 
explained  in  this  section,  however,  by 
enacting  15  U.S.C.  1334(a)  and  15  U.S.C. 
4406(a).  Congress  chose  the  proper  level 
of  limitation  on  Federal  regulations  that 
it  concluded  was  necessary  to  protect 
the  commerce  of  tobacco  products  from 
being  unduly  economically  burdened. 
Because  requirements  contained  in  the 
final  rule  are  not  precluded  under  those 
provisions,  the  fact  that  the 
requirements  will  have  economic 
consequences  upon  the  commerce  of 
tobacco  does  not  mean  those 
requirements  are  foreclosed. 

(8)  One  comment  argued  that  the  1995 
proposed  rule  is  precluded  because 
Congress  could  not  have  intended  for 
any  agency  to  have  the  authority  to 
prohibit  the  sale  of  cigarettes.  The 
comment  derived  this  “intent”  from 
pieces  of  legislation  enacted  by 
Congress  that  provide  for  the  regulation 
of  specific  aspects  of  cigarettes  but  do 
not  prohibit  their  sale. 

FDA  disagrees.  Enactment  of 
legislation  giving  other  agencies 
authority  over  particular  aspects  of 
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cigarettes  means  only  that  Congress  has 
decided  to  take  those  particular  actions; 
it  does  not  imply  that  Congress  has 
determined  that  other  Federal  regulation 
is  prohibited.  Congress  can  implement 
policy  in  only  one  way:  passage  of  a  bill 
by  the  House  and  the  Senate  that  is 
either  signed  by  the  President  or 
approved  by  an  overridden  veto.  [INS  v. 
Chadha,  462  U.S.  919,  954-58  (1983); 
Central  Bank,  114  S.  Ct.  at  1453.) 

Because  Congress  has  not  adopted  any 
legislation  that  specifically  prohibits 
FDA  horn  regulating  tobacco  products, 
the  find  rule  is  not  precluded. 

In  summary,  FDA’s  final  nde  has  been 
narrowly  tailored  so  that  it  does  not 
conflict  with  the  existing  statutory 
scheme  governing  tobacco  products,  and 
the  find  rule  is  not  precluded. 

2.  The  PHS  Act 

Section  1926  of  the  PHS  Act 
conditions  a  State’s  receipt  of  the  full 
amoimt  of  Federal  block  grants  (to  be 
used  for  prevention  and  treatment  of 
substance  abuse)  upon  the  recipient 
State  having  in  effect  a  law  that  makes 
it  “imlawful  for  any  manufacturer, 
retdler,  or  distributor  of  tobacco 
products  to  sell  or  distribute  any  such 
product  to  any  individud  rmder  the  age 
of  18”  (42  U.S.C.  300x-26(a)(l)). 

(9)  Some  of  the  comments  argued  that 
section  1926  of  the  PHS  Act 
demonstrates  an  intent  on  the  part  of 
Congress  to  preserve,  and  encourage 
enforcement  of.  State  youth  access 
restrictions.  The  comments  asserted  that 
because  FDA  regulation  of  youth  access 
to  tobacco  products  would  have  a 
preemptive  efiect  upon  some  State 
regulation  in  this  area,  the  1995 
proposed  rule  conflicts  with  this 
congressional  intent.  Accordingly, 
argued  the  comments,  .section  1926  of 
the  PHS  Act  precludes  FDA  from 
regulating  youth  access. 

While  FDA  agrees  that  section  1926  of 
the  PHS  Act  indicates  a  congressional 
intent  to  encourage  States  to  establish 
age  limits  on  the  purchase  of  tobacco 
products,  neither  the  statute’s  language 
nor  its  legislative  history  prohibits 
Federd  regulation  of  you^  access.  The 
restrictions  in  the  find  rule  regarding 
the  sale  and  distribution  of  tobacco 
products  do  not  conflict  with  section 
1926  of  the  PHS  Act,  and,  in  fact, 
facilitate  the  end  result  that  Congress 
sought — ^reducing  youth  smoking — by 
‘‘reducing  the  apped  of  cigarettes  and 
smokeless  tobacco  to,  and  limiting 
access  by,  persons  under  18  years  of 
age.”  (See  60  FR  41314  at  41321.) 
Accordingly,  FDA’s  regulation  of  youth 
access  is  not  precluded  by  the  existence 


of  section  1926  of  the  PHS  Act.  (See  61 
FR  1492,  January  19, 1996.) 

(10)  One  comment  asserted  that  the 
1995  proposed  rule  is  precluded  by 
section  1926  of  the  PHS  Act  because, 

“in  the  legislative  process  that  led  to 
enactment  of  [section  1926],  Congress 
considered  and  rejected  a  variety  of 
specific  requirements  of  the  very  type 
that  FDA  now  proposes.”  The  Supreme 
Court,  however,  has  made  clear  that 
courts  are  “‘reluctant  to  draw  inferences 
from  Congress’  failiure  to  act,”’  [Brecht 
V.  Abrahamson,  113  S.  Ct.  1710, 1719 
(1993)  (citations  omitted).)  The  mere 
fact  that  Congress,  in  enacting  section 
1926  of  the  PHS  Act,  did  not 
incorporate  requirements  of  the  type 
FDA  is  now  imposing  in  no  way 
precludes  FDA’s  final  rule  which  was 
issued  imder  the  agency’s  regulatory 
authority  imder  the  act. 

D.  Occupation  of  the  Field 

(11)  Niunerous  comments  asserted 
that  the  1995  proposed  rule  is  impliedly 
precluded  by  the  comprehensiveness  of 
existing  legislation  relating  to  regulation 
of  tobacco  products.  Several  comments 
argued  that  Congress  has  specifically 
reserved  the  power  to  regulate  tobacco 
for  itself,  and  thereby  has  occupied  the 
field.  A  number  of  comments  asserted 
that  the  present  system  of  congressional 
control  over  tobacco  products  precludes 
FDA  regulation  absent  a  new  mandate 
from  Congress. 

FDA  disagrees  with  these  comments. 
I'he  statutes  enacted  by  Congress  for 
regulation  of  tobacco  products  do  not 
amount  to  a  comprehensive  scheme. 
Rather,  they  address  only  a  few  specific 
aspects  relating  to  regulation  of  tobacco 
products.  Moreover,  even  if  Congress’ 
actions  in  this  area  were 
“comprehensive,”  Congress  clearly  did 
not  intend  for  regulation  under  the 
Cigarette  Act  and  the  Smokeless  Act  to 
be  exclusive.  (See  Banzhaf,  405  F.2d  at 
1089  (finding  that  Congress  did  not 
intend  to  foreclose  Federal  regulation  of 
cigarettes  outside  the  narrow  scope  of 
preclusion  contemplated  by  the 
Qgarette  Act).)  As  explained  in  greater 
detail  in  sections  X.A.,  X.B.,  and  X.C.  of 
this  document,  the  statutes  that  the 
comments  cite,  whether  viewed 
individually  or  collectively,  do  not 
preclude  FDA  from  regulating  tobacco 
products. 

First,  as  some  comments  noted. 
Congress  has  not  taken  action  to  exclude 
from  FDA’s  jurisdiction  tobacco 
products  that  fall  within  the  act’s 
definitions  of  “drug”  and  “device.”  The 
face  of  the  statute  is  the  first  place  that 
a  court  must  look  to  determine  whether 


Congress  has  spoken  to  a  particular 
issue  and  whether  congressional  intent 
in  regard  to  that  issue  is  clear.  [Kofa  v. 
INS,  60  F.3d  1084, 1088  (4th  Or.  1995); 
Metropolitan  Stevedore  Co.  v.  Rambo, 
115  S.  Ct.  2144,  2147  (1995).)  Under  the 
act,  FDA  has  jurisdiction  over  products 
that  are  intended  to  address  disease  or 
to  afreet  the  structiue  or  any  function  of 
the  body.  (See  section  201(^  and  (h)  of 
the  act,  21  U.S.C.  321(g)  and  (h);  60  FR 
41314  at  41463.)  Thus,  the  relevant 
language  of  the  act — “intended  to  affect 
the  structure  or  any  function  of  the 
body” — does  not  on  its  face  exclude 
tobacco  products. 

Congress  is  able  to  exclude  and  has 
excluded  specific  products,  including 
tobacco  products,  from  a  statute’s  reach 
when  it  wishes  to  do  so.  For  example. 
Congress  has  expressly  excluded  other 
products  from  FDA’s  jiuisdiction  vmder 
the  act.  (See,  e.g.,  section  201(i)  of  the* 
act  (21  U.S.C.  321  (i))  (excluding  “soap” 
from  definition  of  “cosmetic”);  section 
201(s)  of  the  act  (excluding  “color 
additive”  from  definition  of  “food 
additive”).)  Moreover,  Congre.ss  has 
expressly  excluded  tobacco  products 
from  the  reach  of  other  regulatory 
statutes.  (See,  e.g.,  15  U.S.C. 
2052(a)(1)(B)  (Constuner  Product  Safety 
Act);  15  U.S.C.  1261(f)(2)  (Federal 
Hazardous  Substances  Act);  15  U.S.C. 
2602(2)(B)(iii)  (Toxic  Substances 
Control  Act);  21  U.S.C.  802(6) 
(Controlled  Substances  Act);  15  U.S.C. 
1459(a)(1)  (Fair  Packaging  and  Labeling 
Act).)  Indeed,  tobacco  is  excluded  from 
the  definition  of  “dietary  supplement” 
under  the  act,  but  no  similar  exclusion 
appears  in  the  definition  of  “drug”  or 
“device.”  See  section  201(g),  (h),  and  (ff) 
of  the  act  (21  U.S.C.  321(g),  (h),  and  (ff)). 
The  absence  of  an  express  exclusion  for 
tobacco  products  from  the  act’s 
definitions  of  “drug”  and  “device” 
eviscerates  the  contention  that  Congress 
clearly  intended  to  preclude  FDA  firom 
regulating  tobacco  products. 

Second,  as  recognized  by  some 
comments,  the  fact  that  statutes  such  as 
the  Cigarette  Act  and  the  Smokeless  Act 
delegate  some  regvilatory  authority  over 
tobacco  products  to  other  Federal 
agencies  does  not  preclude  FDA’s  rule. 
Numerous  Federal  agencies  have 
overlapping  and  complementary 
jimsdiction  that  arises  from  their 
differing  missions  and  expertise.  (See, 
e.g.,  Rueth  v.  EPA,  13  F.3d  227,  228  (7th 
Cir.  1993)  (EPA  and  Army  Corps  of 
Engineers  have  concurrent  jurisdiction 
imder  the  Clean  Water  Act);  Public 
Utility  Dist.  No.  1  v,  Bonneville  Power 
Admin.,  947  F.2d  386,  395  (9th  Cir. 
1991)  (FERC  has  conciuront  jiurisdiction 
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with  other  Federal  agencies  as  well  as 
States  over  hydroelectric  projects),  cert, 
denied.  112  S.  Q.  1759  (1992);  United 
Packinghouse,  Food  and  Allied  Workers 
InVl  Union  v.  NLRB,  416  F.2d  1126, 
1133-34  n.ll  (D.C.  Cir.)  (NLRB  and 
EEOC  have  concurrent  jurisdiction  over 
racial  discrimination  claims),  cert, 
denied.  396  U.S.  903  (1969).)  As 
disciissed  in  section  X.C.  of  this 
document,  the  fact  that  several  agencies 
are  already  charged  with  regiilating 
certain  aspects  of  tobacco  does  not 
preclude  FDA  from  asserting 
jurisdiction  for  different  purposes.  (See 
Banzhaf,  405  F.2d  at  1089  (“Nothing  in 
the  (Qgarette  Act]  indicates  that 
Congress  had  any  intent  at  all  with 
respect  to  other  types  of  regulation  by 
other  agencies — much  less  that  it 
specifically  meant  to  foreclose  all  such 
regulation’’).) 

In  conclusion.  FDA’s' final  rule  is  not 
precluded  by  the  existing  regulatory 
scheme  for  tobacco  products. 

E.  Preemption  of  State  and  Local 
Requirements  Under  Section  521(a)  of 
the  Act 

Under  proposed  §  897.42,  State  or 
local  requirements  that  are  more 
stringent  than,  and  do  not  conflict  with, 
requirements  imposed  under  FDA’s 
final  rule  would  not  have  been 
preempted  under  section  521  of  the  act 
(21  U.S.C.  360k). 

(12)  Several  comments  supported  the 
intended  exclusion  from  preemption 
imder  proposed  §  897.42,  noting  that  it 
is  essential  that  State  and  local  officials 
retain  the  ability  to  enact  and  enforce 
laws  which  they  believe  are  most 
effective  when  actively  enforced  at  the 
local  level. 

In  contrast,  several  comments  took 
issue  with  the  proposed  exclusion  and 
asserted  that  regulation  of  tobacco 
products  by  FDA  as  drug  delivery 
devices  would  result  in  the  preemption 
of  State  and  local  laws.  The  comments 
characterized  the  “blanket’’  exclusion 
fiom  preemption  imder  proposed 
§  897.42  as  being  at  odds  with  the 
statutory  preemption  established  by 
section  521(a)  of  the  act  and  with  the 
exemption  procedures  established  by 
section  521(b)  and  by  FDA’s  regulations. 

Several  comments  argued  that 
proposed  §  897.42  would  conflict  with 
congressional  intent  behind  the  act.  One 
comment  noted  that  preemption  vmder 
section  521(a)  of  the  act  was  intended  to 
establish  national  uniformity  in  medical 
device  regulation,  protecting  such 
products  from  onerous  burdens  on 
interstate  commerce  created  by  a 
patchwork  of  State  and  local 


requirements.  The  comment  argued  that 
the  proposed  exclusion  fiom 
preemption  wovdd  cause  uniform 
Federal  standards  to  become  displaced 
by  diverse  State  and  local  requirements. 
Another  comment  asserted  that,  by 
allowing  more  stringent  State  and  locid 
requirements,  proposed  §  897.42  was  at 
odds  with  the  act  because  Congress  did 
not  intend  for  FDA’s  device  relations 
to  be  minimum*  standards;  rather,  it 
intended  for  those  regulations  to  be  the 
governing  standards  imless  local 
drciunstances  justified  an  exception. 

Finally,  one  comment  pointed  out 
that  the  1995  proposed  rule  would 
permit  only  those  State  and  local 
requirements  that  are  at  least  as  . 
“stringent’’  as  the  requirements  imposed 
under  FDA’s  rule.  The  comment 
asserted  that  FDA  may  not  preempt  any 
State  laws,  however,  without  first 
showing  a  “clear  and  manifest 
congressional  intent’’  to  authorize 
preemption  of  those  State  laws. 

As  a  preliminary  matter,  two  points  of 
clarification  are  necessary.  First, 
proposed  §  897.42  would  not  have 
caused  State  and  local  laws  to  become 
Federal  requirements,  as  one  of  the 
comments  anticipated.  Rather,  the  1995 
proposed  rule  would  have  allowed  State 
and  local  laws  to  remain  in  force  subject 
solely  to  State  or  local  enforcement. 

Second,  proposed  §  897.42  would  not 
have  “resuscitated”  State  and  local  laws 
that  would  otherwise  be  preempted  by 
the  Cigarette  Act  or  the  Smokeless  Act, 
as  some  of  the  comments  anticipated. 
Instead,  the  exclusion  from  preemption 
in  proposed  §  897.42  would  have 
applied  only  to  preemption  under 
section  521  of  the  act. 

Upon  consideration  of  all  of  the 
comments  relating  to  proposed  §  897.42, 
the  agency  recognizes  that  significant 
concerns  have  been  raised  with  regard 
to  the  validity  of  FDA’s  proposed 
preemption  exclusion  for  all  more 
stringent  State  and  local  legislative 
enactments.  Most  notably,  the  agency 
concurs  that  the  notice  and  comment 
process  of  the  current  rulemaking  does 
not  provide  the  type  of  opportunity  for 
an  oral  hearing  contemplated  imder 
section  521(b)  of  the  act.  In  light  of  this 
concern,  FDA  has  deleted  proposed 
§897.42. 

The  agency’s  1995  proposed  rule  to 
exclude  all  more  stringent  State  and 
local  requirements  from  any  preemptive 
effect  under  this  rule  was  ba^d  on  a 
recognition  of  the  pioneering  and 
continuing  role  in  the  area  of  regulation 
of  youth  access  to  tobacco  products  that 
States  have  played,  particularly  certain 
active  tobacco-control  States.  Federal 


cooperation  with,  and  continued 
reliance  upon,  innovative  and 
aggressive  State  and  local  enforcement 
efforts  is  essential. 

FDA  believes  the  requirements  it  is 
establishing  in  this  final  rule  set  an 
appropriate  floor  for  regulation  of  youth 
access  to  tobacco  products  but  do  not, 
as  a  policy  matter,  reflect  a  judgment 
that  more  stringent  State  or  local 
requirements  are  inappropriate.  For 
example,  FDA  chose  18  as  the  age  below 
which  cigarettes  and  smokeless  tobacco 
may  not  be  marketed  to  children  and 
adolescents.  This  choice  reflected  a 
finding  that  all  but  four  States  have  a 
comparable  restriction  which  addresses 
the  most  vulnerable  population. 
However,  many  comments  argued  that  a 
higher  age  would  be  more  effective. 
W]^e  FDA  has  decided  not  to  establish 
an  age  above  18  in  the  final  rule,  the 
agency  may,  under  the  exemption 
process  established  under  section  521(b) 
of  the  act,  defer  to  those  States  that 
conclude  that  a  higher  age  is  more 
effective  and  that  apply  for  an 
exemption. 

In  implementing  section  521  of  the  . 
act,  FDA  has  historically  interpreted 
that  provision  narrowly  and  found  it  to 
have  preemptive  effect  only  for  those 
State  and  local  requirements  that  in  fact 
clearly  impose  specific  requirements 
with  respect  to  specific  devices  that  are 
manifesUy  in  addition  to  analogous 
Federal  requirements.  (See  §  808.1(d) 

(21  CFR  808.1(d)).)  Moreover,  section 
521  of  the  act  “does  not  preempt  State 
or  local  requirements  that  are  equal  to, 
or  substantially  identical  to, 
requirements  imposed  by  or  under  the 
act”  (§  808.1(d)(2)). 

The  agency’s  assertion  of  jurisdiction 
over  tobacco  products  does  not  preclude 
any  State  or  local  requirements  other 
thw  those  expressly  preempted  by 
section  521(a)  of  the  act.  Moreover, 
consistent  with  FDA’s  interpretation  of 
section  521(a)  of  the  act,  only  a  limited 
number  of  State  and  local  requirements 
are  preempted  and  even  those  may 
qualify  for  exemption  fiom  preemption 
under  section  521(b)  of  the  act. 

Examples  of  State  and  local  laws  FDA 
believes  are  preempted,  consistent  with 
its  longstanding  approach  to 
implementing  section  521  of  the  act,  are 
the  following: 

•  More  stringent  age  restrict  ions — ^Three 
States  restrict  cigarette  sales  to  anyone 
under  19  years  of  age,  and  one  State  has 
21  years  as  the  minimum  age.  These 
restrictions  are  preempted  because  they 
are  more  stringent  than  the  final  rule, 
which  prohibits  sales  only  to 
individuals  under  age  18. 
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•  Restrictions  on  the  distribution  of  free 
samples  of  tobacco  pmducts — 
Approximately  40  States,  the  District  of 
Columbia,  and  many  local  governments 
restrict  the  distribution  of  fi^  samples 
of  tobacco  products.  For  example, 
Nebraska  bans  samples,  coupons,  and 
rebate  offers  for  smokeless  tobacco. 
Oklahoma  and  several  other  States 
prohibit  the  free  distribution  of  tobacco 
to  individuals  vmder  18  and  within  500 
feet  of  schools,  playgrounds,  or  other 
locations  used  primarily  by  individuals 
under  18.  Approximately  12  States 
restrict  where  free  samples  may  be 
distributed.  These  restrictions  are 
preempted  to  the  extent  that  they  are 
different  burn,  or  in  addition  to,  the 
final  rule,  which  prohibits  any 
distribution  of  free  samples. 

•  Restrictions  on  placement  of  vending 
machines — ^Most  States,  the  District  of 
Columbia,  and  several  local 
governments  impose  restrictions  on  the 
placement  of  vending  machines.  These 
restrictions  are  preempted  to  the  extent 
that  they  are  different  frnm,  or  in 
addition  to,  the  final  rule,  which 
prohibits  the  use  of  vending  machines 
except  in  certain  locations  and  under 
certain  conditions. 

•  Restrictions  on  outdoor  advertising — 
Restrictions  on  outdoor  advertising  are 
preempted  to  the  extent  that  they  are 
different  firom,  or  in  addition  to,  the 
fined  rule,  which  restricts  the  location, 
format,  and  content  of  such  advertising. 
For  example.  Ordinance  307,  which  was 
enacted  by  the  Mayor  and  Qty  Coimcil 
of  Baltimore,  MD,  prohibits  the 
placement  of  any  sign  that  “advertises 
cigarettes  in  a  pubUcly  visible  location,” 
i.e.,  on  “outdoor  billboards,  sides  of 
building[s],  and  free  standing 
signboards.”  This  ordinance  was  upheld 
by  the  Fourth  Circuit  in  the  face  of  a 
challenge  based  on  preemption  under 
the  Cigarette  Act  and  on  First 
Amendment  grounds.  (See  Penn 
Advertising  (^Baltimore,  Inc.  v.  Mayor 
and  City  Council  of  Baltimore,  63  F.3d 
1318  (4th  Cir.  1995),  vacated  and 
remanded,  116  S.  Ct.  2574  (1996).) 
Subsequently,  the  Supreme  Court 
vacated  judgment  in  Penn  Advertising 
and  remanded  the  case  to  the  United 
States  Court  of  Appeals  for  the  Fourth 
Circuit  for  further  consideration  in  light 
of  44  Uquormart,  Inc.  v.  Rhode  Island, 
116  S.  Ct.  1697  (1996).  IfDrdinance  307 
is  ultimately  upheld  in  its  present  form, 
it  will  be  preempted  under  section  521 
of  the  act  to  the  extent  that  it  is  different 
from,  or  in  addition  to,  the  final  rule. 

•  Prohibitions  and  restrictions  relating 
to  free-standing  displays — ^Prohibitions 
and  restrictions  relating  to  free-standing 


displays  are  preempted  to  the  extent 
that  they  are  different  from,  or  in 
addition  to,  the  final  rule,  which  allows 
free-standing  displays  but  restricts  the 
location,  format,  and  content  of  such 
displays. 

•  Requirements  relating  to  identification 
checks  for  purposes  of  age  verification — 
Reqviirements  relating  to  identification 
checks  for  pvirposes  of  age  verification 
are  preempted  to  the  extent  that  they  are 
different  ^m,  or  in  addition  to,  the 
final  rule,  which  requires  identification 
checks  for  anyone  under  the  age  of  26. 

Examples  of  State  orjocal  laws  or 
regulations  that  are  not  preempted 
include: 

•  Equivalent  age  restrictions — ^Most 
States  establish  18  years  as  the 
minimum  age  for  pinchasing  cigarettes 
or  smokeless  tobacco.  These  restrictions 
are  not  preempted  because  they  are 
equal  to,  or  substantially  identical  to, 
requirements  imposed  under  the  final 
rule.  (See  §  808.1(d)(2).) 

•  Restrictions  on  the  sale  or  distribution 
of  tobacco  products — Several  local 
governments  restrict  the  locations  (such 
as  public  parks,  pubfic  buildings,  etc.)  at 
which  tobacco  products  may  be  sold  or 
distributed.  These  restrictions  are  not 
preempted  because  the  final  rule  does 
not  establish  specific  counterpart 
regulations  or  other  specific 
requirements  relating  to  the  locations  at 
which  tobacco  products  may  be  sold  or 
distributed. 

•  Restrictions  on  smoking  in  public 
places — Approximately  48  states,  the 
District  of  Columbia,  and  many  local 
governments  have  some  restrictions  on 
smoking  in  public  places.  These 
restrictions  are  not  preempted  because 
the  final  rule  does  not  establish  specific 
counterpart  regulations  or  other  specific 
requirements  relating  to  restrictions  on 
smoking  in  pubUc  places. 

•  Penalties  on  underage  persons  who 
purchase  tobacco  products — ^These 
penalties  are  not  preempted  because  the 
final  rule  does  not  establish  specific 
counterpart  regulations  or  other  specific 
requirements  relating  to  penalties  on 
underage  persons  who  purchase  tobacco 
products. 

•  Prohibition  on  use  or  possession  of 
tobacco  products  by  underage  persons — 
These  prohibitions  are  not  preempted 
because  the  final  rule  does  not  establish 
specific  coimterpeut  regulations  or  other 
specific  requirements  relating  to 
prohibitions  on  the  use  or  possession  of 
tobacco  products  by  underage  persons. 

•  Age  restrictions  on  persons  who  sell 
tobacco  products — Some  local 
governments  have  statutes  or 
regulations  that  establish  a  minimum 


age  for  persons  selling  tobacco  products. 
These  restrictions  are  not  preempted 
because  the  final  rule  does  not  establish 
specific  counterpart  regulations  or  other 
specific  requirements  relating  to  age 
restrictions  on  persons  who  sell  tobacco 
products. 

•  Tobacco  excise  taxes — ^Ali  50  States 
and  the  District  of  Columbia  have  excise 
taxes  on  cigarettes,  and  42  States  have 
excise  taxes  on  smokeless  tobacco. 

These  excise  taxes  are  not  preempted 
because  they  are  not  “requirements 
applicable  to  a  device”  within  the 
meaning  of  section  521(a)  of  the  act. 

(See  §  808.1(d)(8).) 

•  Access-control  mechanism 
requirements  for  vending  machines — 
Approximately  six  States  and  some 
local  governments  require  access- 
control  mechanisms  on  vending 
machines,  such  as  locking  devices  or 
token  acceptors.  These  requirements  are 
not  preempted  because  the  final  rule 
does  not  establish  specific  counterpart 
regulations  or  other  specific 
requirements  relating  to  access-control 
mechanisms  for  vending  machines. 

•  Posting  of  signs — ^Approximately  24 
States  have  statutes  requiring  certain 
parties  to  post  signs  at  vend^g 
machines  stating  that  sales  to  underage 
persons  are  proMbited.  One  State 
requires  owners  or  operators  of  vending 
machines  to  post  signs  warning  of  the 
dangers  of  cigarette  use  during 
pregnancy.  In  addition,  many  local 
governments  require  that  signs  be 
posted  in  areas  in  which  smoking  is 
prohibited  by  law.  These  requirements 
are  not  preempted  because  the  final  rule 
does  not  establish  specific  counterpart 
regulations  or  other  specific 
requirements  relating  to  the  posting  of 
signs. 

•  License  requirements — Some  local 
governments  impose  license 
requirements  upon  retailers  of  tobacco 
products.  These  requirements  are  not 
preempted  because  they  are  not 
“requirements  appUcable  to  a  device” 
within  the  meaning  of  section  521(a)  of 
the  act.  (Cf.  §  808.1(d)(3).) 

The  examples  set  forth  above  refiect 
the  types  of  State  or  local  requirements 
of  which  the  agency  is  currently 
aware.  There  may  be  other  State  or 
local  requirements  pertaining  to 
cigarettes  and  smokeless  tobacco.  With 
regard  to  particular  State  or  local 
requirements  that  are  not  described 
above,  any  State,  political  subdivision, 
or  other  interested  party  may,  in 
accordance  with  §  808.5  (21  CFR  808.5), 
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request  an  advisory  opinion  from  the 
agency  as  to  whether  such  State  or  local 
requirements  are  preempted. 

State  and  local  requirements  that  are 
preempted  by  the  requirements  of  FDA’s 
final  rule  may  be  exempted  from 
preemption  in  accordance  with  section 
521(b)  of  the  act  and  its  implementing 
regulation,  part  808  (21  CFR  part  808). 
Section  521(b)  of  the  act  and  part  808 
provide  that  FDA  may,  by  relation 
issued  after  notice  and  an  opporhinity 
for  an  oral  hearing,  exempt  a  State  or 
local  device  requirement  from 
preemption  imder  such  conditions  as 
the  Commissioner  of  Food  and  Drugs 
(the  Commissioner),  may  prescribe  if  the 
requirement  is:  (1)  More  stringent  than 
Federal  requirements  applicable  to  the 
device  imder  the  act;  or  (2)  required  by 
compelling  local  conditions,  and 
compliance  with  the  State  or  local 
requirement  would  nbt  cause  the  device 
to  be  in  violation  of  any  requirement 
applicable  under  the  act. 

By  a  separate  document  to  be 
pubhshed  in  the  Federal  Register,  FDA 
will  be  informing  all  State  and  local 
governments  that  they  may  submit 
applications  to  exempt  frtim  preemption 
under  section  521(b)  of  the  act  those 
State  and  local  requirements  pertaining 
to  cigarettes  and  smokeless  tobacco  that 
are  preempted  by  the  final  rule.  A  State 
or  local  requirement  will  be  exempted 
from  preemption  under  section  521(b)  of 
the  act  if  the  State  or  local  requirement: 
meets  the  exemption  requirements 
established  under  that  section  and  is 
consistent  with  the  goals  in  the  final 
rule.  Exemptions  frtim  preemption  that 
FDA  grants  apply  only  to  preemption 
under  section  521  of  the  act. 

Because  the  issues  raised  by  these 
applications  for  exemption  will  be 
similar  or  related,  the  (Commissioner  has 
determined  that  it  would  be 
advantageous  for  all  concerned  to 
propose  a  single  regulation  granting  or 
denying  exemptions  for  eai^  particular 
State  or  local  requirement,  and,  if 
necessary,  to  hold  a  single  hearing 
covering  all  applications  for  exemption 
from  preemption  for  requirements 
pertaining  to  cigarettes  and  smokeless 
tobacco.  Although  each  application  will 
be  considered  as  part  of  a  single 
proceeding,  each  individual  appUcation 
will  be  evaluated  on  its  merits  and  the 
circumstances  appUcable  to  the 
particular  submitting  jurisdiction. 

F.  Preemption  of  State  Product  Liability 
Claims  Under  Section  521(a)  of  the  Act 

(13)  Several  comments  asserted  that, 
imder  section  521(a)  of  the  act,  State 
product  liability  claims  would  be 


preempted  if  FDA  asserts  jurisdiction 
over  tobacco  products  as  drug  delivery 
devices. 

Based  on  FDA’s  understanding  of  the 
theories  of  recovery  advanced  in 
tobacco  product  Uability  cases,  and  the 
nature  of  the  Federal  requirements  being 
established  in  the  final  nile,  FDA  does 
nqt  expect  any  of  these  Federal 
requirements  to  preempt  any  tort  claims 
relating  to  tobacco  products.  The 
following  analysis  explains  this 
conclusion. 

The  Supreme  Court  recently  held  that 
the  scope  of  preemption  under  section 
521(a)  with  regard  to  State  product 
hability  claims  is  very  narrow.  Indeed, 
a  plurality  of  the  Court  noted  that  “few, 
if  any,  common-law  duties  have  been 
pre-empted  by  [section  521(a)].’’ 
Medtronic,  Inc.  v.  Lohr,  64  U.S.L.W. 

4625,  4634  (U.S.  June  26. 1996)  (Nos. 
95-754  and  95-886)  (pliuelity  opinion). 

Preemption  occurs  “only  where  a 
particular  state  requirement  threatens  to 
interfere  with  a  specific  federal 
interest.’’  Medtronic,  64  U.S.L.W.  at 
4634.  Thus,  State  requirements  of 
“general  applicabihty’’  such  as  State 
product  liability  claims  are  not 
preempted,  except  where  they  have  “the 
effect  of  establishing  a  substantive 
requirement  for  a  specific  device’’  that 
is  “different  from,  or  in  addition  to,’’  a 
specific  requirement  imposed  under  the 
act  (§  808.1(d);  Medtronic,  64  U.S.L.W. 
at  4633-34).  Moreover,  Federal 
requirements  must  be  “applicable  to  the 
device’’  in  question,  and  they  preempt 
State  product  liability  claims  only  if  the 
Fedei^  requirements  are  “specific 
counterpart  regulations’’  or  “specific’’  to 
a  “particular  device’’  (§  808.1(d); 
M^tronic,  64  U.S.L.W.  at  4634). 

In  summary,  FDA  is  aware  of  no  tort 
claims  against  tobacco  products  that 
will  be  preempted  by  the  Federal 
requirements  being  established  in  the 
fin^rule. 

XI.  Miscellaneous  (Constitutional  Issues 
A.  Takings  Under  the  Fifth  Amendment 

(1)  Several  industry,  retail,  and 
individual  comments  argued  that  parts 
of  the  regulations  effect  takings 
compensable  under  the  Fifth 
Amendment’s  Takings  Clause  (the 
Takings  Clause),  lyhich  provides  that 
“private  property  [shall  not]  be  taken  for 
public  use,  without  just  compensation.’’ 
For  example,  comments  argued  that 
proposed  §  897.34  will  restrict  or  even 
prohibit  tobacco  manufacturers’  use  of 
their  trademarks  and  copyrighted 
property,  or  that  it  will  deprive  industry 
members  both  of  the  goodwill  generated 
by  their  sponsorship  of  sports  and 


cultural  events  and  of  valuable  tobacco 
trademarks.  Comments  argued  that 
§  897.16(a)  effects  a  taking  of 
intellectual  property  because  it 
prohibits  the  use  of  nontobcu^co 
trademarks  (with  grandfathered 
exceptions)  to  market  tobacco  products. 
Several  comments  argued  that 
§  897.16(c)  effects  a  taking  of  vending 
machines  and  self-service  displays,  as 
well  as  contractual  rights  to  place 
tobacco  vending  machines  on  other 
people’s  property.  Ckimments  argued 
that  the  requirement  that  advertising  use 
only  black  text  on  white  background  in 
§  897.32(a)  effects  a  taking  because 
nonconforming  signs — for  buses  and  on 
billboards,  for  example — ^will  have  to  be 
destroyed,  as  would  tobacco 
advertisements  on  billboards  and  signs 
within  1,000  feet  of  schools  and  public 
playgrounds  under  §  897.30(b). 

Comments  also  argued  that  the 
proposed  ban  on  mail-order  sales  of 
tobacco  products  would  effect  a  taking 
of  mail-order  businesses.  Mail-order 
sales,  however,  are  not  prohibited  under 
the  final  rule.  Many  retailers  argued  that 
the  prohibition  of  self-service  (hsplays 
and  the  corresponding  requirement  ^at 
tobacco  products  be  shelved  behind 
sales  counters  violate  the  Fifth 
Amendment. 

The  Food  and  Drug  Administration 
(FDA)  disagrees  that  any  of  these 
provisions  effects  a  taking  in  violation 
of  the  Fifth  Amendment. 

In  its  final  form,  §  897.16(a)  prohibits 
manufacturers  from  using  the  trade  or 
brand  name  of  a  nontobacco  product  as 
the  trade  or  brand  name  of  a  cigarette  at 
smokeless  tobacco  product,  with  the 
exception  of  those  names  on  both 
tobacco  and  nontobacco  products  that 
were  sold  in  the  United  States  on 
January  1, 1995.  In  its  final  form, 

§  897.16(c)  prohibits  the  use  of  vending 
machines  and  self-service  displays  to 
sell  cigarettes  and  smokeless  tobacco, 
except  that  vending  machines 
(including  those  tlmt  sell  packaged, 
single  cigarettes)  and  self-service 
displays  may  be  used  to  sell  these 
tobacco  products  in  adult-only 
establishments.  (As  proposed  in  the 
1995  proposed  r^e,  §  897.16(c)  would 
have  prohibited  their  use  entirely.) 

In  its  final  form,  §  897.30(b)  prohibits 
tobacco  product  advertisements  within 
1,000  feet  of  a  public  playground  or  a 
secondary  or  elementary  si^ool.  In  its 
final  form,  §  897.32(a)  permits  only 
advertising  that  uses  black  text  on  a 
white  bac^ound  (except  in  adult 
publications  and  in  facilities  where 
persons  under  18  are  not  present  or 
permitted).  In  its  final  form,  §  897.34(a) 
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prohibits  the  sale  of  nontobacco  items  or 
services  that  bear  the  brand  names  or 
other  indicia  of  identification  for 
cigarettes  or  smokeless  tobacco.  In  its 
final  form,  §  897.34(c)  prohibits  the 
sponsorship  of  athletic,  musical, 
cultural,  or  other  social  or  cultural 
events  in  the  brand  names  or  other 
indicia  of  identification  for  cigarettes  or 
smokeless  tobacco. 

A  takings  analysis  begins  with  a 
determination  of  what  interest  a  person 
has  in  the  thing  that  is  allegedly  taken — 
in  this  case,  in  vending  machines  and 
self-service  displays,  copyrighted 
material,  and  trademarlia  and 
goodwill — and  whether  that  interest 
“can  be  considered  property  for  the 
purposes  of  the  Taking  Clause  of  the 
Fifth  Amendment.”  (See  Ruckelshaus  v. 
Monsanto  Co..  467  U.S.  986, 1001 
(1984).)  If  a  cognizable  property  interest 
is  identified,  the  Supreme  Court  has 
developed  three  factors  for  courts  to 
consider  in  assessing  whether  a 
regulatory  caking  has  occmred:  (1)  The 
character  of  the  governmental  action;  (2) 
its  economic  impact;  and  (3)  its 
interference  with  reasonable 
investment-backed  expectations  (Id.  at 
1005). 

1.  The  Interests  at  Issue 

Some  of  the  interests  affected  by  the 
final  rule — ^vending  machines,  self- 
service  displays,  and  existing 
nonconforming  advertising  on  signs  and 
billboards,  for  example — is  temgible 
property,  whereas  contract  rights, 
trademarks  and  goodwill,  and 
copyrighted  material  (e.g.,  the 
noncoi^orming  copyrighted  material  on 
signs  and  billboards)  affected  by  these 
provisions  are  intangible  property 
interests. 

Tangible  personal  property — such  as 
vending  macdiines,  self-service  displays, 
and  signs  and  billboards  advertising 
tobacco  products — is  property  for 
purposes  of  the  Takings  Clause  (see 
United  States  v.  General  Motors  Corp., 
323  U.S.  373,  383-84  (1945)),  although 
personal  commercial  property  is 
afforded  less  protection  than  real 
property  imder  the  Takings  Clause  (see, 
e.g.,  Lucas  v.  South  Carolina  Coastal 
Council,  112  S.  Ct.  2886,  2899  (1992)). 

Intangible  interests  may  be 
compensable  under  the  Takings  Clause 
as  well.  For  example,  in  Ruckelshaus, 
the  Supreme  Court  determined  that 
trade  secret  information — ^which  is 
intangible — ^was  property  compensable 
under  the  Takings  Clause.  The  Court 
noted  that  the  extent  of  the  property 
right  in  trade  secret  information  “is 
defined  by  the  extent  to  which  the 


owner  of  the  secret  protects  his  interest 
from  disclosme  to  others,”  (that  is,  it  is 
property  only  insofar  as  others  are 
excluded  from  its  use)  and  that  it  has 
“many  of  the  characteristics  of  more 
tangible  forms  of  property” — for 
example,  trade  secret  information  is 
assignable,  it  can  form  the  res  of  a  trust, 
and  it  passes  to  a  trustee  in  bankruptcy 
[Ruckelshaus,  467  U.S.  at  1002). 

Vending  machine  owners  may  have 
contracts  that  give  them  exclusive  rights 
to  sell  tobacco  products  at  a  particular 
location.  These  contract  rights  would 
typically  be  assignable,  they  may  form 
the  res  of  a  trust  (see,  e.g.,  Wadsworth 
V.  Bank  of  California,  777  P.2d  975,  978 
(Or.  Ct.  App.  1989)),  and  rights  of  action, 
based  upon  them  can  become  part  of  a 
bankruptcy  estate  (e.g..  In  re  Ryerson, 

739  F.2d  1423, 1425  (9th  Cir.  1984)). 

(See  also  U.C.C.  9-106.)  Such  vending 
machine  owners’  contracts  may 
therefore  create  contract  rights  that 
would  he  compensable  property  imder 
the  Takings  Clause. 

Material  can  be  copyrighted  if  it  is  an 
original  work  of  authorsUp — such  as 
written,  musical,  pictorial,  or  graphic 
work — ^that  is  fixed  in  a  tangible 
medium  of  expression  fi'om  which  the 
work  can  be  reproduced  (17  U.S.C. 
102(a)).  By  Federal  statute  a  copyright  is 
assignable  (17  U.S.C.  201),  and  there  are 
rights  to  exclusive  use  (17  U.S.C.  106), 
subject  to  certain  limitations  (17  U.S.C. 
107-20)  and  enforceable  through 
infiingement  actions  (e.g.,  17  U.S.C. 

501).  A  cop)night  can  form  the  res  of  a 
trust  [Bartok  v.  Boosey  S’  Hawkes,  Inc., 
523  F.2d  941,  948  (2d  Cir.  1975))  and  it 
can  become  property  of  an  estate  in 
bankruptcy  [United  States  v.  Inslaw, 

Inc.,  932  F.2d  1467, 1471  (D.C.  Cir. 
1991),  cert,  denied,  502  U.S.  1048 
(1992)).  Sharing  many  of  the 
characteristics  of  more  tangible 
property,  a  copyright  is  also 
compensable  property  under  the 
Takings  Clause. 

Tradem£urks  are  words,  names, 
symbols,  devices,  or  combinations 
thereof  that  a  person  uses,  or  intends  to 
use  and  has  applied  to  register,  to 
identify  or  distinguish  his  or  her  goods 
from  others  on  the  market  and  to 
identify  their  source  (15  U.S.C.  1127). 
The  primary  purpose  of  trademarks  is  to 
protect  consumers  by  preventing 
deceitful  marketing  of  one  product  or 
service  as  another.  As  the  Supreme 
Court  has  stated, 

[tjhe  law  of  unfair  competition  has  its  roots 
in  the  common-law  tort  of  deceit:  its  general 
concern  is  with  protecting  consumers  from 
confusion  as  to  soince.  While  that  concern 
may  result  in  the  creation  of  “quasi-property 
rights”  in  communicative  symbols,  the  focus 


is  on  the  protection  of  consumers,  not  the 
protection  of  producers  as  an  incentive  to 
product  innovation. 

[Bonito  Boats,  Inc.  v.  Thunder  Craft 
Boats,  /nc.,  489  U.S.  141, 157  (1989)) 
When  associated  with  goodwill, 
trademarks  also  share — ^with  trade  secret 
information  and  copyrights — the 
features  of  more  tangible  property.  For 
example,  the  Lanham  Act  (15  U.S.C. 

1053  et  seq.)  allows  assignment  of  a 
trademark  only  “with  the  goodwill  of 
the  business  in  which  the  mark  is  used 
or  with  that  part  of  the  goodwill  of  the 
business  connected  with  the  use  of  and 
symbolized  by  the  mark”  (15  U.S.C. 
1060).  Indeed,  when  Congress  amended 
the  Lanham  Act  in  1988  to  allow  intent- 
to-use  applications  for  registration  of 
trademarks,  it  prohibited  assignment  of 
such  applications  to  be  “consistent  with 
the  principle  that  a  mark  may  be  validly 
assigned  only  with  the  business  or 
goodwill  attached  to  the  use  of  the 
mark”  (S.  Kept.  515, 100th  Cong.,  2d 
sess.  31  (1988),  reprinted  in  1988 
U.S.C.C.A.N.  5577,  5593-5594). 

Owners  of  trademarks  also  have  rights 
of  exclusive  use  of  marks — ^that  is, 
against  infringement — because  “[b]y 
applying  a  trademark  to  goods  produced 
by  one  other  than  the  trademark’s 
owner,  the  infringer  deprives  the  owner 
of  the  goodwill  which  he  spent  energy, 
time,  and  money  to  obtain”  [In  wood 
Laboratories,  Inc.  v.  Ives  Laboratories, 
Inc.,  456  U.S.  844,  854  n.l4  (1982)). 
“Registration  bestows  upon  the  owner 
of  the  mark  the  limited  right  to  protect 
his  goodwill  from  possible  harm  by 
those  uses  of  another  as  may  engender 
a  belief  in  the  mind  of  the  public  that 
the  product  identified  hy  the  infringing 
mark  is  made  or  sponsored  by  the  owner 
of  the  mark”  [Societe  Comptoir  de 
LTndustrie  Cotonniere  Etablissements 
Boussac  V.  Alexander’s  Dep’t  Stores. 
Inc.,  299  F.2d  33,  36  (2d  Cir.  1962)). 

Like  trade  secret  information,  a 
trademark  can  be  the  res  of  a  trust  (see 
Coca-Cola  Bottling  Co.  v.  Coca-Cola  Co., 
988  F.2d  414,  430-432  (3d  Cir.  1993)) 
and  it  can  pass  to  the  trustee  in 
bankruptcy  [Inslaw,  932  F.2d  at  1471). 

The  agency  notes  that  a  trademark 
itself,  unaccompanied  by  goodwill, 
lacks  these  characteristics  of  property. 
The  agency  therefore  believes  that  a 
trademark  itself  is  not  property 
cognizable  vmder  the  Takings  Clause. 
Based  on  the  foregoing  analysis, 
however,  the  agency  believes  that  a 
trademark  and  the  accompanying 
goodwill  together  are  property 
cognizable  imder  the  'Takings  Clause. 
These  conclusions  are  consonant  with 
the  recognition  that  a  trademark  has 
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value  as  property  for  the  owner  “only  in 
the  sensethat  a  man’s  right  to  the 
continued  enjoyment  of  his  trade 
reputation  and  the  good  will  that  flows 
from  it,  frree  from  imwarranted 
interference  by  others,  is  a  property 
right,  for  the  protection  of  which  a 
trademark  is  an  instrumentality’’ 
[Hanover  Star  Milling  Co.  v.  Metcalf, 

240  U.S.  403,  413  (1916);  see  also  S. 

Kept.  1333,  79th  Cong.,  2d  sess.  (1946), 
reprinted  in  1946  U.S.  Code  Cong.  & 
Admin.  News  1274, 1277  (“the 
protection  of  trade-marks  is  merely 
protection  to  goodwill’’)). 

Nevertheless,  this  conclusion  must  be 
reconciled  with  Supreme  Court 
precedent  on  takings  of  goodwill.  In  . 
particular,  the  comments  cited  Kimball 
Laundry  Co.  v.  United  States,  338  U.S. 

1  (1949),  for  the  proposition  that  the 
Takings  Clause  requires  compensation 
for  a  regulatory  tal^g  of  goodwill.  *1110 
general  rule  is  that  the  Twangs  Clause 
does  not  require  compensation  for 
goodwill  when  the  Government  takes  a 
place  of  business  because  the  business’s 
goodwill  may  be  transferred  to  a  new 
place  of  business  (338  U.S.  at  11-12  and 
15;  see  also  General  Motors,  323  U.S.  at 
379  (when  Government  permanently 
takes  land,  “compensation  for  that 
interest  does  not  include  *  *  *  {even] 
the  loss  of  goodwill  which  inheres  in 
the  location  of  the  land’’)).  In  Kimball, 
however,  the  Court  allowed 
compensation  for  loss  of  a  laundry 
business’s  goodwill,  or  going-concern 
value,  incident  to  the  physi^  taking  of 
the  lavmdry.  It  did  so  because  the 
Government  intended  to  operate  the 
laimdry  temporarily  during  wartime, 
after  which  the  laundry  would  revert  to 
the  business:  the  business  could  not 
invest  in  a  new  laundry  because  it 
would  someday  be  the  owner  of  two 
laundries,  neither  of  which  it  could  then 
operate  profitably  (338  U.S.  at  14-15). 
liie  Court  therefore  likened  the 
situation  to  those  in  which  the 
Government  takes  a  utility  vdth  the 
intention  of  operating  it  itself;  the  going- 
concern  value  of  the  utility  is  taken  in 
those  cases  and  is  therefore 
compensable  (Id.  at  12-13). 

Kimball  and  General  Motors  therefore 
indicate  that  goodwill  is  compensable 
imder  the  Ta^gs  Clause  only  when  no 
business  remains  after  a  taking  to  whose 
benefit  the  goodwill  may  inure.  (See 
also  District  of  Columbia  v.  13  Parcels 
of  Land,  534  F.2d  337,  349  &  n.7  (D.C. 
Qr.  1976).)  With  respect  to  goodwill 
associated  with  a  trademark,  use  of 
which  is  hmited  by  a  regulation,  these 
cases  indicate  that  the  property  interest 
may  be  compensable  only  if  the 


regulation  allows  no  goodwill  to  inure 
to  the  benefit  of  the  owner. 

For  purposes  of  the  following  analysis 
of  whether  the  regulations  effect  a 
taking,  the  agency  assumes  that 
copyrighted  material,  the  interests  in 
trademarks  and  associated  goodwill, 
contracts,  self-service  displays,  vending 
machines,  and  tobacco  advertising  on 
signs  and  billboards  are  property 
interests  that  may  be  compensable 
under  the  Takings  Clause  if  taken. 

2.  The  Takings  Analysis 

[W]hat  constitutes  a  “taking”  for  purposes 
of  the  Fifth  Amendment  has  proved  to  be  a 
problem  of  considerable  difficulty.  While  this 
Court  has  recognized  that  the  “Fifth 
Amendment’s  guarantee  *  *  *  [is]  designed 
to  bar  Government  from  forcing  some  people 
alone  to  bear  public  burdens  which,  in  all 
fairness  and  justice,  should  be  home  by  the 
public  as  a  whole,”  this  Court,  quite  simply, 
has  been  unable  to  develop  any  “set  formula” 
for  determining  when  “justice  and  fairness” 
require  that  economic  injuries  caused  by 
public  action  be  compensated  by  the 
government,  rather  than  remain 
disproportionately  concentrated  on  a  few 
persons. 

[Penn  Central  Transp.  Co.  v.  City  of  New 
York.  438  U.S.  104, 123-24  (1978) 
(citation  omitted)  (alterations  and 
deletions  in  original);  Ruckelshaus,  467 
U.S.  at  1005) 

Still,  the  Supreme  Court  has  identified 
three  factors  for  cotuts  to  consider  in 
assessing  whether  a  regulatory  taking 
has  occurred:  (1)  'The  ^aracter  of  the 
governmental  action;  (2)  its  economic 
impact;  and  (3)  its  interference  with 
reasonable  investment-backed 
expectations  [Ruckelshaus,  467  U.S.  at 
1005;  Penn  Central.  438  U.S.  at  124). 

The  force  of  any  one  of  these  factors 
may  be  “so  overwhelming  *  *  *  that  it 
disposes  of  the  taking  question’’ 
[Ruckelshaus,  467  U.S.  at  1005  (finding 
interference  with  reasonable 
investment-backed  expectations  by  use 
of  trade  secret  information  in  pesticide 
approval  process  to  be  decisive)).  So,  for 
example,  if  the  economic  impact  is  to 
rob  real  property  of  “all  economically 
benefici^  uses,’’  the  regulation  effects  a 
taking  [Lucas,  505  U.S.  at  1019 
(emphasis  in  original);  see  also  id.  at 
1027-1028  (limiting  holding  to  real 
property)).  When  examined  in  light  of 
these  tluee  factors,  FDA’s  proposed 
regulations  do  not  effect  a  compensable 
tal^g  under  the  Fifth  Amendment  of 
the  Constitution. 

3.  The  Character  of  the  Governmental 
Action 

With  respect  to  the  first  factor,  courts 
are  more  likely  to  find  a  taking  when  the 
interference  with  property  can  be 


characterized  as  a  physical  invasion  by 
the  Government  (e.g..  United  States  v. 
Causby,  328  U.S.  256,  261-62  (1946) 
(characterizing  Government’s  use  of 
flight  path  just  over  property  as  physical 
invasion))  than  when  the  interference  is 
caused  hy  a  regulatory  program  that 
“adjust[s]  the  benefits  and  burdens  of 
economic  life  to  promote  the  common 
good”  [Penn  Central,  438  U.S.  at  124). 
Courts  have  accorded  particular 
deference  to  governmental  action  taken 
to  protect  the  public  interest  in  health, 
safety,  and  welfare.  (See  Keystone 
Bituminous  Coal  Ass’n  v.  DeBenedictis, 
480  U.S.  470, 488  (1987);  Penn  Central, 
438  U.S.  at  125-26;  Atlas  Corp.  v. 

United  States,  895  F.2d  745,  757-58 
(Fed.  Cir.),  cert,  denied,  498  U.S.  811 
(1990).)  In  addition,  the  Supreme  Court 
has  repeatedly  rejected  compensation 
claims  when  the  Government  has 
regulated  in  order  to  prevent  harmful 
activity: 

The  power  which  the  States  have  of 
prohibiting  such  use  by  individuals  of  their 
property  as  will  be  prejudicial  to  the  health, 
the  morals,  or  the  safety  of  the  public,  is 
not — and,  consistently  with  the  existence  and 
safety  of  organized  society,  cannot  be — 
burdened  with  the  condition  that  the  State 
must  compensate  such  individual  owners  for 
pecuniary  losses  they  may  sustain,  by  reason 
of  their  not  being  permitted,  by  noxious  use 
of  their  property,  to  inflict  injury  upon  the 
community. 

[Mugler  V.  Kansas,  123  U.S.  623,  669 
(1887)  (holding  that  State  law 
prohibiting  manufacture  or  sale  of 
alcohol  effected  no  taking  of  brewery 
even  though  law  entirely  destroyed 
brewery’s  beneficial  use);  see  also 
Keystone,  480  U.S.  470  (1987)  (no  taking 
by  law  prohibiting  mining  of  coal); 
Goldblatt  V.  Town  of  Hempstead,  369 

U. S.  590  (1962)  (no  taking  effect^  by 
regulation  that  closed  gravel  pit);  Miller 

V.  Schoene,  276  U.S.  272  (1928)  (no 
taking  effected  by  State-ordered  felhng 
of  cedar  trees);  Hadacheck  v.  Sebastian, 
239  U.S.  394  (1915)  (no  taking  effected 
by  ordinance  prohibiting  operation  of 
brickyard  in  residential  area);  Reinman 
V.  City  of  Little  Rock,  237  U.S.  171 
(1915)  (no  taking  effected  by  ordinance 
prohibiting  stable  in  residential  area); 
Powell  V.  Pennsylvania,  127  U.S.  678 
(1888)  (no  taking  effected  by  law 
preventing  manufacture  of  margarine)). 

First,  the  final  rule’s  interference  with 
property  interests  cannot  be 
characterized  as  a  physical  invasion  of 
property.  The  final  rule  prohibits  some 
uses  of  some  types  of  property,  but  the 
Government  is  neither  using  nor 
acquiring  property  under  the  regulations 
[Penn  Central,  438  U.S.  at  128).  For 
example,  certain  uses  of  vending 
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machines,  self-service  displays,  and 
signs  and  billboards  are  prohibited,  but 
the  Government  is  itself  neither  using 
nor  acquiring  them.  The  same  is  true  of 
the  intangible  property  at  issue, 
contracts,  copyri^ts,  and  trademarks 
and  the  associated  goodwill:  The  agency 
is  prohibiting  certain  uses — ^indeed,  all 
uses  of  tobacco  trademarks  on 
nontobacco  items,  including  when 
tobacco  companies  have  also  registered 
the  tobacco  mark  as  a  mark  for 
nontobacco  products  or  services — but 
the  Government  is  not  itself  using  these 
contract  rights,  copyrights,  or 
trademarks  (and  thereby  tobacco 
companies’  goodwill).  It  "has  taken 
nothing  for  its  own  use”  [Connolly  v. 
Pension  Benefit  Guar.  Corp.,  475  U.S. 
211,  224  (1986)). 

Second,  these  final  regulations  seek  to 
promote  the  public  health  by  limiting 
access  to  tobacco  products  by 
consumers  in  the  age  group  tnost  likely 
to  become  addicted  to  them:  Those 
imder  the  age  of  18.  The  regulations  are 
intended  to  help  reduce  significantly 
the  hetrms  that  use  of  tobacco  products 
among  this  age  group  causes.  They  do 
so  by  prohibiting  the  sale  of  tobacco 
products  to  persons  imder  the  age  of  18; 
that  is,  the  regulations  require  modes  of 
sale  through  which  the  retailer  can 
verify  the  age  of  the  pvirchaser  or  to 
which  only  those  18  or  over  will  have 
access.  In  particular,  the  final  rule 
permits  vending  machines  and  self- 
service  displays  and  accompanying 
advertising  only  in  places  to  wUch 
young  people  do  not  have  access. 

The  final  regulations  also  limit 
pitimotion  of  tobacco  products  to 
persons  under  the  age  of  18.  They  do  so 
by  prohibiting  certain  venues  for 
tobacco  advertising,  namely,  within 
1,000  feet  of  schools  and  public 
playgrounds.  They  also  require  black 
text/white  background  advertisements 
in  remaining  venues  with  the  exception 
of  adult  newspapers,  magazines, 
periodicals,  and  other  publications,  and 
in  adult-only  establishments.  They  also 
prohibit  use  of  tobacco  trademafks  on 
nontobacco  products  and  in  the 
sponsorship  of  events.  As  a 
consequence,  use  of  tobacco  industry 
trademarks,  copyrights,  and  advertising 
techniques  is  limit^,  although  not 
ended.  Nonconforming  signs  and 
billboards  will  be  prohibited,  thereby 
reducing  the  remaining  useful  life  of 
those  currently  in  use  when  the 
regulations  become  effective.  Use  of 
nontobacco  trademarks  is  limited  only 
by  prohibiting  their  use  on  tobacco 
products  (except  for  nontobacco 


trademarks  used  on  tobacco  products  in 
the  United  States  on  January  1, 1995). 

These  regulations  substantially 
advance,  and  are  rationally  related  to, 
FDA’s  legitimate  interest  in  promoting 
the  public  health  and  reducing  harm  by 
limiting  both  youth  access  to  tobacco 
products  and,  as  discussed  in  the 
context  of  the  First  Amendment,  their 
promotion  to  youth.  (See  Keystone,  480 
U.S.  at  485;  see  also  Pace  Resources, 

Inc.  V.  Shrewsbury  Township,  808  F.2d 
1023, 1030  (3d  Cir.)  (“(Tlhe 
governmental  action  is  entitled  to  a 
presumption  that  it  does  advance  the 
public  interest.”),  cert,  denied,  482  U.S. 
906  (1987).)  Moreover,  they  are  directed 
at  stopping  activity  that  is  illegal  in  . 
every  State:  Sales  of  tobacco  products  to 
those  under  the  age  of  18  [Keystone,  480 
U.S.  at  492  n.22).  This  factor  of  the 
takings  analysis  indicates  that  these 
regulations  effect  no  takings. 

4.  The  Economic  Impact  of  the 
Governmental  Action 

The  second  factor  to  consider  is  the 
economic  impact  of  the  governmental 
action.  "There  is  no  fixed  formiila  to 
determine  how  much  diminution  in 
market  value  is  allowable  without  the 
fifth  amendment  coming  into  play” 
[Florida  Rock  Indus.,  Inc.  v.  United 
States,  791  F.2d  893,  901  (Fed.  Cir. 
1986),  cert,  denied,  479  U.S.  1053 
(1987)).  It  is  clear,  however,  that  a 
regulation’s  economic  impact  may  be 
great  without  rising  to  the  level  of  a 
taking.  (See  Pace  Resources,  808  F.2d  at 
1031  (citing  Hadacheckv.  Sebastian, 

239  U.S.  394  (1915))  (no  taking  even 
given  reduction  in  value  fiom  $800,000 
to  $60,000);  Village  of  Euclid  v.  Ambler 
Realty  Co.,  272  U.S.  365  (1926)  (no 
taking  despite  75  percent  diminution  in 
value).)  Mere  denial  of  the  most 
profitable  or  beneficial  use  of  property 
does  not  require  a  finding  that  a  taking 
has  occurred.  (See  Florida  Rock,  791 
F.2d  at  901;  see  also  Andrus  v.  Allard, 
444  U.S.  51,  66  (1979).)  Rather,  courts 
look  for  drastic  interference  with  a 
property’s  possible  uses.  (See  Pace 
Resources,  808  F.2d  at  1031.) 

In  assessing  whether  a  regulation 
effects  a  taking,  the  Supreme  Court  has 
considered  whether  the  regulation 
denies  an  owner  the  "economically 
viable  use”  of  his  property.  (See,  e.g.. 
Keystone,  480  U.S.  at  499.)  Courts  focus 
on  the  remaining  uses  permitted  and  the 
residual  value  of  the  property.  (See  Pace 
Resources,  808  F.2d  at  1031.) 

Although  certain  uses  of  copyrights 
and  copyrighted  material  developed  by 
tobacco  companies  and  of  tobacco  and 
nontobacco  trademarks  will  be 


prohibited  or  curtailed,  other  uses  will 
remain  once  the  final  rule  takes  effect. 
That  is,  imder  §  897.16(a),  nontobacco 
trademarks  may  not  be  used  to  market 
tobacco  products  (with  the  exception  of 
trademarks  that  had  such  uses  before 
January  1, 1995)  and  so  they  may  lose 
the  (speculative)  value  of  such  licensing 
arrangements,  but  they  retain  the  vast 
bulk  of  th6ir  value  as  trademarks  for  the 
product  or  brand  for  which  they  were 
originally  developed,  and  they  retain 
the  value  of  their  potential  use  to  market 
all  legal,  nontobacco  products.  Under 
§§  897.30(b)  and  897.32(a),  some 
cop3nighted  advertising  material  that 
appears  on  billboards  or  signs  within 
1,000  feet  of  a  school  or  playgroimd  or 
that  is  not  black  textywhite  background 
may  be  rendered  useless  when  the  rule 
becomes  effective  (the  copyrighted 
design  itself  may  be  used  in  other 
venues,  such  as  adult  publications  or  in 
adult-only  establishments).  Under 
§  897.34(a).  tobacco  product  brand 
names  and  logos  may  be  used  only  to 
market  tobacco  products;  they  therefore 
lose  the  value  of  any  use  on  nontobacco 
products  and,  imder  §  897.34(c),  they 
lose  the  value  of  any  use  to  sponsor 
events  when  the  rule  becomes  effective. 
By  and  large,  however,  tobacco 
copyrights  and  trademarks  will  retain 
significant,  economically  viable  uses 
when  the  rule  becomes  effective. 

Tobacco  companies  have,  however, 
registered  some  of  their  tobacco 
trademarks  (e.g..  Skoal  Bandit  on  a  race 
car  as  an  entertainment  service  mark, 
Marlboro  on  tennis  caps),  or  marks  that 
incorporate  a  tobacco  trademark  (e.g.. 
The  Marlboro  Country  Store  on,  for 
example,  hats  and  boots;  Skoal  Pro 
Rodeo  promoting  and  sponsoring 
rodeos;  Winston  West  promoting  and 
sponsoring  auto  racing  events),  as  marks 
for  nontobacco  products,  services,  or 
events.  Under  §  897.34,  all  use  of  these 
registered  nontobacco  marks  will  be 
prohibited  when  the  rule  becomes 
effective.  With  respect  to  these 
registered  nontobacco  trademarks,  and 
indeed  with  respect  to  all  tobacco 
company  trademarks,  their  associated 
goodwill  will  remain  with  the  tobacco 
companies  and  will  inure  to  their 
benefit  in  the  sale  of  tobacco  products. 
Accordingly,  this  factor  of  the  taldngs 
analysis  in^cates  that  the  final  rule 
effects  no  taking  of  these  interests. 

Section  897.16(c)  prohibits  the  use  of 
tobacco  product  vending  machines  and 
self-service  displays  except  in  adult- 
only  establisliments  (where  graphic 
advertisements  will  also  be  permitted). 
Tliis  restricted  use  may  limit  the 
number  of  venues  in  which  these 
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vending  machines  and  self-service 
displays  may  be  used  and  may  exclude 
venues  where  their  use  is  most 
profitable.  The  value  of  vending 
machines  and  self-service  displays  may 
therefore  drop.  But  diminutions  in 
property  value  do  not  establish  a  taking. 
(See  Penn  Central,  438  U.S.  at  131.) 
Indeed,  ‘‘[g]ovemment  hardly  could  go 
on  if  to  some  extent  values  incident  to 
property  could  not  be  diminished 
without  paying  for  every  such  chan^  in 
the  general  law”  [Pennsylvania  Coal  Co. 
V.  Mahon,  260  U.S.  393,'413  (1922)). 
Vending  machines  and  self-service 
displays  may  have  to  be  moved  fiom 
currently  legal  venues  to  adult-only 
establis^ents  or  to  warehouses,  or  they 
may  need  to  be  retrofitted  for  use  with 
other  products  if  retrofitting  is  possible.  ' 
Although  compliance  may  require 
vending  machine  and  self-service 
display  owners  to  spend  money, 
“[r]equiring  money  to  be  spent  is  not  a 
taking  of  property”  [Atlas  Corp.,  895 
F.2d  at  756  (discussing  regulatory 
requirement  that  mining  corporations 
reclaim  uranium  and  thoriuun  tailings 
and  decommission  mills)).  Finally,  if 
there  are  not  sufficient  numbers  of 
adult-only  establishments,  some 
vending  machines  and  self-service 
displays  may  have  no  economically 
viable  use  b^use  of  the  final 
regulation,  but  a  regulation  that  makes 
personal  commercial  property 
“economically  worthless”  does  not 
effect  a  per  se  taking,  as  it  would  with 
real  property.  (See  Lucas,  505  U.S.  at 
1027-1028.)  Contracts  to  offer 
exclusively  tobacco  products  in  vending 
machines  at  nonadult-only 
establishments  may  also  b^ome 
“economically  worthless”  once  the 
regulation  becomes  effective.  Likewise, 
although  §§  897.32(a)  and  897.30(b)  may 
shorten  the  useful  life  of  advertising 
materials  on  placards  and  billboards 
that  are  not  black  text/white  background 
or  that  are  near  schools  and  playgroimds 
(albeit  with  a  grace  period  of  at  least  the 
delayed  effective  date)  and  such 
materials  may  be  “economically 
worthless”  as  a  result,  this  does  not 
effect  a  taking  per  se. 

In  smnmary,  examination  of  the 
economic  impact  factor  of  the  takings 
analysis  suggests  that  the  regulations, 
when  they  finally  become  effective,  will 
effect  no  takings  of  trademarks  and 
goodwill,  copyrights,  and  many  vending 
machines  and  self-service  displays.  It 
leaves  open  the  possibility,  however, 
that  the  rule  may  effect  a  taking  of  some 
vending  machines  and  contracts,  and  of 
some  self-service  displays  and  of 
nonconforming  signs  and  billboards. 


5.  Interference  with  Reasonable 
Investment-backed  Expectations 

The  final  factor  to  consider  is  whether 
a  company  has  a  reasonable  investment- 
backed  expectation  in  continuing  to  use 
the  property  at  issue,  whether  it  be 
vending  machines,  self-service  displays, 
honcoifforming  signs  and  billboards, 
copyrighted  material,  or  trademarks  and 
goodwill.  To  be  reasonable,  expectations 
must  take  into  account  the  power  of  the 
State  to  regulate  in  the  public  interest. 
(See  Pace  Resources,  808  F.2d  at  1033.) 
Reasonable  expectations  must  also  take 
into  account  the  regvilatory 
environment,  including  the 
foreseeability  of  changes  in  the 
regulatory  s(^eme.  “In  an  industry  that 
long  has  been  the  focus  of  great  public 
concern  and  significant  government 
regulation,”  Monsanto,  467  U.S.  at  1008, 
the  possibility  is  substantial  that  there 
will  be  additional  regulatory 
requirements.  “Those  who  do  business 
in  the  regulated  field  cannot  object  if  the 
legislative  scheme  is  buttressed  by 
subsequent  amendments  to  achieve  the 
legislative  end”  (Connolly,  475  U.S.  at 
227  (citation  omitted)).  Given  a  long 
history  of  Government  regulation  of  an 
industry,  its  members  are  “on  notice 
that  [they]  might  be  subjected  to 
different  regulatory  burdens  over  time” 
[California  Hous.  Sec.,  Inc.  v.  United 
States,  959  F.2d  955,  959  (Fed.  Cir.), 
cert,  denied,  506  U.S.  916  (1992)). 

Commerce  in  tobacco  products  has 
been  regulated  for  years  on  the  Federal, 
State,  and  local  levels.  For  example. 
States  first  began  restricting  tobacco 
sales  to  minors,  distribution  of  free 
samples,  and  vending  machine  sales  in 
the  1970’s.  By  1994  ^1  50  States 
prohibited  tobacco  sales  to  young 
people,  38  States  restricted  the 
distribution  of  frne  tobacco  products, 
and  28  States  imposed  restrictions  on 
vending  machine  sales  (“State 
Legislated  Actions  on  Tobacco  Issues,” 
Coalition  on  Smoking  OR  Health 
(Washington,  DC  1994)).  Tobacco 
manufacturers  as  well  as  distributors 
and  retailers  who  have  chosen  to 
distribute  or  sell  tobacco  products  have 
therefore  had  reasonable  notice  that  the 
regulatory  scheme  to  limit  use  of 
tobacco  products  by  minors  might 
change. 

Moreover,  the  particular  restrictions 
on  access  and  on  promotion  adopted  in 
these  regulations,  or  variations  thereof, 
have  been  proposed  or  considered  for 
several  years  by  Government  bodies, 
includij^  Congress,  the  States,  and 
public  health  agencies.  (See,  e.g.,  H. 
Rept.  5041,  101st  Cong.,  2d  sess.  (1990); 
H.  Rept.  1250, 101st  Cong.,  1st  sess. 


(1989).)  For  example,  on  at  least  two 
occasions  a  tobacco  industry 
representative  testified  before  Congress 
that  pending  legislation  would,  like 
several  previous  legislative  proposals, 
effectively  ban  advertisements  for 
tobacco  products  (“Tobacco  Control  and 
Marketing:  Hearings  on  H.  Rept.  5041 
Before  the  Subcommittee  on  Health  and 
the  Environment  of  the  House 
Committee  on  Energy  and  Commerce,” 
101st  Cong.,  2d  sess.  491-494  (1990) 
(statement  of  Charles  O.  Whitley  on 
behalf  of  The  Tobacco  Institute); 
“Tobacco  Issues:  Hearings  on  H.  Rept. 
1250  Before  the  Subcomm.  on  Transp. 
and  Hazardous  Materials  of  the  House 
Comm,  on  Energy  and  Commerce,” 

101st  Cong.,  1st  sess.  302  (1989) 
(statement  of  Charles  O.  Whitley  on 
behalf  of  The  Tobacco  Institute)), 
making  for  far  more  restrictive  limits  on 
advertisements  and  promotion  than 
those  imposed  by  this  rule.  Given  these 
facts,  a  reasonable  person  should  have 
expected  the  possibility  of  regulations 
such  as  these.  In  addition,  when  sales  to 
yoimg  people  are  illegal,  investments  in 
promotions  designed  to  appeal  to  yoimg 
people  cannot  be  considered  reasonable 
(see  discussion  of  R.  J.  Reynolds’  use  of 
promotional  materials  in  the  Joe  Camel 
Campaign  in  section  VI.  of  this 
dociunent).  In  any  case,  once  the  agency 
gave  notice  of  its  proposed  rulemaUng 
ivith  respect  to  tobacco,  tobacco 
manufactmers,  distributors,  and 
retailers  had  notice  that  certain 
investments  were  risky,  and  they  will 
enjoy  the  economic  benefit  of  those 
investments  and  of  investments  that 
they  had  previously  made  until  the  rule 
is  finally  effective. 

As  discussed  in  section  IV.  of  this 
document,  the  number  of  tobacco 
product  vending  machines  fell  by  half 
between  1988  and  1993  and,  since  1990, 
virtually  no  new  tobacco  product 
vending  machines  have  been 
manufactured  (60  FR  41314  at  41325); 
because  the  market  in  tobacco  product 
vending  machines  is  declining, 
investment-backed  Expectations  in  both 
vending'machines  and  vending  machine 
contracts  are  not  reasonable.  Moreover, 
many  self-service  displays  were  given  to 
retailers  by  tobacco  manufacturers  (see 
60  FR  41314  at  41323);  to  that  extent, 
the  retailers  have  no  investment-backed 
expectation  in  them. 

Finally,  the  Supreme  Court  has  stated 
that  it  is  unreasonable  to  have  high 
investment-backed  expectations  in 
personal  property: 

[I]n  the  case  of  personal  property,  by 
reason  of  the  State’s  traditiondly  high  degree 
of  control  over  commercial  dealings,  [the 
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property  owner]  ought  to  be  aware  of  the 
possibility  that  new  regulation  might  even 
render  his  property  economically  worthless 
(at  least  if  the  property’s  only  economically 
productive  use  is  sale  or  manu&cture  for 
sale). 

[Lucas,  505  U.S.  at  1027-1028) 

Since  all  of  the  property  at  issue 
here — ^vending  machines,  self-service 
displays,  the  advertising  material  on 
signs  and  billboards,  contract  rights, 
copyrights,  and  trademarks  and 
associated  goodwill — ^is  personed 
property,  there  can  be  no  reasonable 
investment-backed  expectation  that 
regulation  will  not  render  them 
economically  worthless.  Consideration 
of  this  factor  of  the  takings  analysis 
indicates  that  the  final  rule  effects  no 
takings  of  any  property. 

6.  Summary 

With  respect  to  trademarks  and 
goodwill  and  copyrights,  the  three 
factors  in  a  takings  analysis  indicate  that 
these  regulations  will  effect  no  takings. 
Only  the  economic  impact  of  the  rule  on 
advertising  materials  on  signs  and 
billboards  and  on  some  vending 
machines  and  related  contract  rights 
and  some  self-service  displays  leaves 
open  the  possibility  that  a  taking  may 
occur,  but  the  impossibility  of 
reasonable  investment-badced 
expectations  with  respect  to  personal 
property  used  for  sale  strongly  coimters 
this  factor,  as  stated  by  the  Supreme 
Court  in  Lucas,  as  does  the  harm- 
prevention  character  of  this  regulation. 
Analysis  of  the  three  factors  considered 
together  shows  that  these  final 
regulations  do  not  effect  a  taking  of 
vending  machines,  self-service  ^splays, 
signs  and  billboards  advertising  tobacco 
products,  contract  rights,  or  copyrights  v 
and  trademarks  and  goodwill.  The 
agency  concludes  that  the  comments 
that  argued  that  the  regulation  effects 
takings  are,  for  the  above-stated  reasons, 
vmpersuasive. 

B.  Substantive  Due  Process,  Equal 
Protection,  and  Restrictions  on  Use  of 
Trade  Names 

(2)  Comments  argued  that  §  897.16(a) 
(which  restricts  the  use  of  nontobacco 
trade  or  brand  names  as  the  trade  or 
brand  name  of  cigarettes  or  smokeless 
tobacco)  and  §  897.34(a)  (which 
prohibits  the  marketing  of  nontobacco 
items  and  services  that  bear  tobacco 
brand  names  and  other  symbols  of 
cigarettes  and  smokeless  tobacco) 
violate  the  Due  Process  Clause  of  the 
Fifth  Amendment  to  the  Constitution 
and  the  Equal  Protection  Clause  of  the 
Fourteenth  Amendment.  One  comment 
asserted  that  each  of  these  provisions 


prevents  companies  from  entering  a 
completely  legal  business  using  their 
own  trade  names  but  provided  no 
further  explanation  of  its  reasoning: 

FDA  therefore  understands  it  to  suggest 
that  these  provisions  classify  companies 
as  either  tobacco  or  nontobacco 
companies,  that  this  classification 
violates  equal  protection,  and  that  these 
provisions  violate  due  procftss  in  that 
they  infringe  on  property  interests  in 
trade  names  by  prohibiting  companies 
from  entering  legal  businesses  using 
their  owm  trade  names.  Another 
comment  echoed  this  latter  point  and 
argued  that  the  agency  was  denying 
tobacco  companies  due  process  because 
it  has  no  authority  to  prohibit  the  lawful  ■ 
use  of  tobacco  trademarks  on  other 
products. 

The  agency  disagrees  with  these 
comments.  The  Fi^  Amendment  Due 
Process  Clause  states  that  *‘[n]o  person 
shall  *  *  *  be  deprived  of  life,  fiberty, 
or  property,  without  due  process  of 
law.”  Under  due  process  as  applied  to 
economic  regulation,  “[i]t  is  enough  that 
there  is  an  evil  at  hemd  for  correction, 
and  that  it  might  be  thought  that  the 
particular  legislative  measure  was  a 
rational  way  to  correct  it”  [Williamson 
V.  Lee  Optical  of  Oklahoma,  Inc.,  348 
U.S.  483,  488  (1955)).  (The  agency  has 
addressed  why  it  has  the  statutory 
authority  to  issue  this  rule  in  section  11. 
of  this  document.) 

The  Fourteenth  Amendment’s  Equal 
Protection  Clause  states  that  “[n]o  State 
shall  *  *  *  deny  to  any  person  the 
equal  protection  of  the  laws.”  By  its 
terms,  the  Fourteenth  Amendment  does 
not  apply  to  action  by  the  Federal 
Government,  as  it  is  directed  at  the 
-  States.  But  the  Supreme  Court  has  held 
that  the  Fifth  Amendment’s  Due  Process 
Clause  includes  an  equal  protection 
component  equivalent  to  the  Fourteenth 
Amendment’s  Equal  Protection  Clause. 
(See  Bolling  v.  Sharpe,  347  U.S.  497 
(1954);  see  also  Buckley  v.  Valeo,  424 
U.S.  1,  93  (1976)  tper  curiam)  (“Equal 
protection  analysis  in  the  Fifth 
Amendment  area  is  the  same  as  that 
imder  the  Fourteenth  Amendment”).) 
Under  equal  protection  review,  an 
economic  regulation  is  valid  as  long  as 
the  classification  that  it  makes  is 
“rationally  related  to  a  legitimate  state 
interest”  [City  of  New  Orleans  v.  Dukes, 
427  U.S.  297,  303  (1976)). 

Sections  897.16(a)  and  897.34(a) 
easily  pass  muster  under  the 
reqiiirements  of  both  due  process  and 
equal  protection.  FDA’s  interest  in  the 
health  and  well-being  of  children  and 
adolescents  is  certainly  legitimate 
(indeed,  it  is  a  compelling  interest).  (See 


New  York  v.  Ferber,  458  U.S.  747,  757- 
58  and  n.9  (1982).)  Moreover,  because 
they  limit  trade  and  brand  name  uses 
that  enhance  the  appeal  and  promote 
the  use  of  cigarettes  and  smokeless 
tobacco  to  yoimg  people,  the  provisions 
are  rationally  related  to  this  interest  and 
are  a  rational  way  to  reduce  addiction 
to  tobacco  products  and  the  health 
consequences  that  follow. 

C.  Procedural  Due  Process  Under  the 
Fifth  Amendment 

(3)  An  industry  comment  asserted  that 
the  regulation  of  tobacco  manufacturers’ 
use  of  their  copyrights  and  trademarks 
affects  a  property  interest  so  as  to 
require  an  adjudication;  put  another 
way,  the  comment  argued  that  use  of 
rulemaking  to  adopt  a  regulation 
effecting  these  property  interests 
violates  the  Fifth  Amendment  Due 
Process  Clause,  which  states  that  “[n]o 
person  shall  *  *  *  be  deprived  of  life, 
liberty,  or  property,  without  due  process 
of  law.” 

The  agency  disagrees.  The  agency  has 
issued  this  final  rule  under  its 
“authority  to  promulgate  regulations  for 
the  efficient  enforcement  of  the  Act” 
imder  section  701(a)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (the  act) 
(21  U.S.C.  371(a))  and  its  authority 
under  section  520(e)  of  the  act  (21 
U.S.C.  360j(e))  to  issue  regulations  to 
restrict  the  sale,  distribution,  or  use  of 
a  device.  The  agency  issues  such 
regulations  under  the  rulemaking 
procedures  established  by  the 
Administrative  Procedme  Act  (APA)  in 
5  U.S.C.  553  and  its  own  regulations  in 
part  10  (21  CFR  part  10),  in  particular 
§  10.40.  Neither  the  act,  the  APA,  nor 
the  agency’s  regulations  require  a 
hearing  for  a  rulemaking  imder  sections 
701(a)  and  520(e)  of  the  act. 

The  comment  nevertheless  contended 
that  due  process  requires  that  tobacco 
manufacturers  be  provided  the 
oppmrtmiity  for  a  formal  hearing  (i.e., 
more  than  just  an  opportunity  to 
provide  written  comments).  A  formal 
hearing  is  required,  according  to  the 
comment,  because  FDA  is  asserting 
jurisdiction  over  cigarettes  and 
smokeless  tobacco  based  upon  a 
determination  of  the  intent  of  all 
tobacco  manufacturers,  but  it  is  relying 
on  evidence  of  intent  with  regard  to 
only  a  subset  of  tobacco  manufacturers. 

As  discussed  in  the  1996 
Jurisdictional  Determination  annexed 
hereto,  the  evidence  shows  that 
cigarettes  and  smokeless  tobacco  are 
highly  addictive,  cause  other 
psychoactive  effects  (such  as  relaxation 
and  stimulation),  and  affect  weight 


44556  Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Rules  and  Regulations 


regulation,  and  that  these  effects  are 
widely  accepted  in  the  scientific 
conununity.  Based  on  this  evidence,  it 
is  foreseeable  to  any  reasonable 
maniifacturer  that  consumers  will  use 
such  products  for  their  addictive, 
psychoactive,  and  other 
pharmacological  effects.  The  evidence 
also  shows  that  actual  consumer  use  of 
these  products  for  their  pharmacological 
effects  is  predominant  and,  in  fact, 
nearly  exclusive.  Based  on  this  evidence 
of  the  foreseeable  and  actual  consumer 
use  of  these  products  for  their 
pharmacological  effects,  the  agency  has 
concluded  that  all  cigarette  and 
smokeless  tobacco  manufactmers 
“intend”  their  products  to  affect  the  . 
structure  or  function  of  the  body,  and 
that  these  products  are,  therefore, 
nicotine  delivery  devices  under  the  act. 
In  addition,  the  agency  collected 
evidence  of  the  tobacco  industry’s 
statements,  actions,  and  reseeirch 
demonstrating  awareness  of  the 
addictive  and  other  pharmacological 
effects  of  these  produ^,  the  industry’s 
knowledge  that  consumers  use  these 
products  for  these  effects,  and  the 
industry’s  deliberate  manipulation  of 
levels  of  nicotine  in  these  products  to 
ensure  that  adequate  amounts  of 
nicotine  are  delivered  to  consvuners. 
These  internal  documents  are  further 
evidence  in  support  of  the  conclusion 
that  cigarette  and  smokeless  tobacco 
manufactmers  intend  their  products  to 
be  drug  delivery  devices,  but  they  are 
not  necessary  for  that  conclusion.  The 
agency,  therefore,  has  not  inferred  the 
intent  of  one  company  based 
exclusively  on  the  internal  docmnents 
of  another.  Moreover,  assuming  that 
copyrights  emd  trademarks  are  property 
protected  by  the  Fifth  Amendment’s 
Due  Process  Clause,  due  process  does 
not  require  that  FDA  provide  tobacco 
manufacturers  with  a  hearing  beyond 
the  opportunity  for  notice  and  comment 
that  it  has  already  provided.  The 
Supreme  Court  has  stated  that  the  APA 
established  “the  maximum  procedural 
requirements”  that  the  courts  can 
impose  upon  agencies  in  conducting 
rulemaking  procedures  emd  that  the 
circumstances  in  which  courts  may 
require  additional  procedures,  “if  they 
exist,  are  extremely  rare”  [Vermont 
Yankee  Nuclear  Power  Corp.  v.  Natural 
Resources  Defense  Council,  435  U.S. 
519,  524  (1978)).  The  Court  further 
stated  that  due  process  may  “in  some 
circumstances”  require  “additional 
procediues”  beyond  those  required  by 
the  APA  “when  an  agency  is  making  a 
’quasi-judicial’  determination  by  wMch 
a  very  small  number  of  persons  are 


‘exceptionally  affected,  in  each  case 
upon  individual  grounds’”  [Id.  at  542 
[quoting  United  States  v.  Florida  East 
Coast  Ry.,  410  U.S.  224,  242-245 
(1973))). 

By  this  test,  due  process  does  not 
require  that  the  agency  provide  tobacco 
manufacturers  with  a  hearing.  Simply 
put,  the  agency  is  not  making  “a  quasi¬ 
judicial  determination  by  which  a  very 
small  number  of  persons  are 
exceptionally  affected,  in  each  case 
upon  individual  grounds”  [Vermont 
Yankee,  435  U.S.  at  542  (quotations 
omitted)).  The  final  rule  at  issue  here 
prospectively  -limits  the  sale  and 
promotion  of  cigarettes  and  smokeless 
tobacco  to  individuals  under  the  age  of 
18;  it  imposes  conditions  on  all 
manufacturers,  distributors,  and 
retailers  of  tobacco  products  and  will 
affect  the  access  to  tobacco  products  of 
millions  of  individuals  under  the  age  of 
18.  The  final  rule  is  therefore  “an 
agency  statement  of  general  *  *  * 
appUcability  and  futiue  effect  designed 
to  implement,  interpret,  or  prescribe  law 
or  policy”  (5  U.S.C.  551(4));  in  other 
words,  it  is  a  rule  under  the  APA,  and 
the  agency  followed  APA  rulemaking  in 
formulating  it  (5  U.S.C.  551(5)).  Like  the 
nuclear  fuel  cycle  rulemaking  in 
Vermont  Yankee,  435  U.S.  at  528-530, 
and  the  rvdemaking  about  ambient  air 
quality  standards  for  lead  in  Lead  Indus. 
Ass’n  V.  Environmental  Protection 
Agency,  647  F.2d  1130, 1136-1144  (D.C. 
Cir.),  cert,  denied,  449  U.S.  1042  (1980), 
this  process  is  “a  rulemaking 
proceeding  in  its  purest  form,”  and  not 
a  “quasi-judicial  determination”  to 
which  due  process  requirements  beyond 
the  requirements  of  the  APA  might 
apply.  (See  Vermont  Yankee,  435  U.S.  at 
542  n.l6;  Lead  Indus.  Ass’n,  647  F.2d  at 
1171  n.ll9.) 

In  any  case,  manufacturers  have  had 
ample  opportimity  during  the  comment 
period  for  this  rulemaking  to  submit 
evidence — ^including  other  internal 
tobacco  industry  documents  or 
affidavits  from  ^eir  employees — ^that 
contradicts  any  evidence,  including 
internal  tobacco  industry  documents, 
that  the  agency  has  placed  in  the 
administrative  record.  And  they  have 
submitted  voluminous  comments  with 
supporting  documentation  to  the 
agency.  The  mcnufacturers  have 
therefore  been  “afforded  a  meaningful 
opportunity  to  be  heard  and  to 
controvert  the  evidence.  Fairness 
demands  no  more”  [Lead  Indus.  Ass’n, 
647  F.2d  at  1170  (quotations  omitted)). 

In  sununary,  due  proce^  does  not 
require  that  I^A  provide  manufacturers 
with  an  adjudicative  hearing.  The  notice 


and  opportunity  for  comment  provided 
in  this  rulemaking  are  all  that  fairness 
and  due  process  require  here.  And,  as 
discussed  in  greater  detail  in  section 
Xn.  of  this  document,  this  rulemaking 
meets  all  the  requirements  of  the  APA 
for  informal  rulemaking. 

xn.  Procedural  Issues 
A.  Introduction 

The  Food  and  Drug  Administration 
(FDA)  went  to  great  lengths  to  involve 
the  public  in  tMs  proceeding.  On 
February  25, 1994,  David  A.  Kessler, 
Commissioner  of  Food  and  Drugs  (the 
Commissioner)  wrote  to  Scott  Ballin, 
chairman  of  the  Coalition  on  Smoking 
OR  Health,  regarding  the  possibility  of 
FDA  regulation  of  cigarettes  in  response 
to  certain  petitions  that  had  been  ^ed 
with  the  agency.-  The  Commissioner 
explained: 

[T]he  agency  has  examined  the  current 
data  and  information  on  the  effects  of 
nicotine  in  cigarettes  *  *  *.  Evidence 
brought  to  oiur  attention  is  accumulating  that 
suggests  that  cigarette  manufacturers  may 
intend  that  their  products  contain  nicotine  to 
satisfy  an  addiction  on  the  part  of  some  of 
their  customers  *  *  *.  This  evidence  *  *  * 
suggests  that  cigarette  vendors  intend  the 
obvious — that  many  people  buy  cigarettes  to 
satisfy  their  nicotine  addiction.  Should  the 
agency  make  this  finding  based  on  an 
appropriate  record  or  be  able  to  prove  these 
facts  in  court,  it  would  have  a  legal  basis  on 
which  to  regulate  these  products  *  *  *. 

In  the  months  that  followed,  the 
Commissioner  testified  twice  before 
Congress  regarding  the  accumulating 
evidence  relating  to  the  intended  use  of 
cigarettes,  That  testimony  was 
extensive  and  detailed. 

In  July  and  August  of  that  year,  FDA 
Associate  Commissioner  for  Regulatory 
Affairs,  Ronald  G.  Chesemore  wrote  to 
the  major  cigarette  and  smokeless 
tobacco  companies  requesting  all 
documents  relating  to  “all  research  on 
nicotine*  *  *,  including  their 
pharmacological  effects,  and  all 
documents  relevant  to  the  nicotine”  in 
their  products.  On  August  1, 1994,  FDA 
held  a  Drug  Abuse  Advisory  Committee 
meeting  that  w£is  fully  open  to  the 
public  on  the  subject  of  the  abuse 
potential  of  nicotine. 

On  August  11, 1995,  FDA  provided 
the  public  with  an  extensive  Federal 
Register  document  setting  forth  its 


zss  Statement  by  the  Commissioner  on  Nicotine- 
Containing  Cigarettes,  before  the  Subcommittee  on 
Health  and  the  Environment,  Committee  on  Energy 
and  Commerce,  U.S.  House  of  Representatives  (Mar. 
25, 1994);  Statement  by  the  Commissioner  on  the 
Control  and  Manipulation  of  Nicotine  in  Qgarettes, 
before  the  Subcommittee  on  Health  and  the 
Environment,  Committee  on  Energy  and  Commerce, 
U.S.  House  of  Representatives  (June  21, 1994). 
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rationale  for  proposing  to  restrict  the 
sale  of  cigarettes  €uid  smokeless  tobacco 
in  a  60  page  discussion  supported  by 
442  endnotes  (the  1995  proposed  rule) 

(60  FR  41314  to  41375).  The  agency 
carefully  documented  each  of  the 
essential  propositions  offered  in  support 
of  its  retisoning.  Indeed,  most  of  the  442 
endnotes  in  the  1995  proposed  rule 
contain  multiple  authorities  for  the 
agency’s  position  and,  in  all  cases,  the 
agency  provided  the  reader  with 
specific  page  references  to  the  numerous 
studies,  reports,  and  industry 
documents  on  which  it  relied. 

In  the  same  issue  of  the  Federal 
Register  in  a  dociunent  entitled 
“Analysis  Regarding  The  Food  and  Drug 
Administration’s  Jurisdiction  Over 
Nicotine-Containing  Cigarettes  and 
Smokeless  Tobacco  Products,’’  FDA  also 
provided  an  analysis  of  the  agency’s 
authority  to  assert  jurisdiction  over 
cigarettes  and  smokeless  tobacco  based 
on  the  evidence  before  the  agency  at 
that  time  (the  1995  Jurisdictional 
Analysis)  (60  FR  41453  to  41787).  In  the 
text  of  the  1995  Jurisdictional  Analysis, 
the  agency  supported  its  reasoning  with 
appropriate  citations  to  case  law, 
statutes,  and  regulations.  In  addition, 
the  1995  Jurisdictional  Analysis  was 
supported  by  over  600  footnotes,  each  of 
which  provided  the  factual  context  for 
the  agency’s  legal  position. 

On  August  16. 1995,  the  agency 
placed  on  public  display  some  20,000 
pages  of  materials  that  it  cited  in  the 
1995  proposed  rule  and  in  the  1995 
JuriscQctional  Analysis.  With  the 
exception  of  three  documents,  which 
the  agency  referenced  only  in  the  1995 
Jurisdictional  Analysis,  the  agency 
made  available  to  the  public  all  of  the 
materials  on  which  it  was  relying  on  eis 
of  that  time  for  support. 

On  September  29, 1995,  the  agency 
supplemented  the  administrative  record 
by  putting  on  public  display 
approximately  13,000  documents 
comprising  some  190,000  pages  of 
factual  and  analytical  materials  the 
agency  consider^  in  the  course  of 
issuing  the  1995  proposed  rule  and  the 
1995  Jurisdictional  Analysis.  Although 
it  was  under  no  legal  obligation  to  do  so, 
the  agency  made  these  additional 
materials  available  because  of  the 
importance  of  this  proceeding. 

The  agency  also  made  two  other 
significant  additions  to  the  public 
record.  On  December  1, 1995,  the 
agency  annoimced  the  findings  of  focus 
group  studies  concerning  possible  brief 
statements  to  be  included  on  aU 
cigarette  advertising  (60  FR  61670),  and 
added  to  the  record  for  the  rulemaking 


proceeding  a  report  of  these  findings 
and  approximately  1,500  pages  of 
supporting  documentation.  Second,  in 
the  Federd  Register  of  March  20, 1996 
(61  FR  11349),  the  agency  published 
notice  of  an  additional  30  day  comment 
period  limited  to  specific  documents  the 
agency  added  to  the  proposed 
rulemaking  docket,  and  to  the  docket  in 
support  of  the  agency’s  analysis  of  its 
jurisdiction  (61  FR  11419).  These 
materials  consisted  of  two  declarations 
and  a  report  from  three  former  tobacco 
industry  employees,  as  well  as  FDA 
memoranda  to  the  record  regarding 
adult  publications  Emd  billbWds. 

In  addition,  the  agency  has  added  to 
the  final  record  of  this  proceeding  a 
comparatively  small  number  of 
documents  that  expand  upon  or  confirin 
information  made  available  in  the  1995 
proposed  rule  or  the  1995  Jurisdictional 
An^ysis,  or  that  address  alleged 
deficiencies  in  the  agency’s  initial 
record. 

The  administrative  record  now  also 
includes  the  conunents  received  firom 
the  public.  The  agency  received  over 
700,000  comments,  some  directed  to  the 
1995  Jiuisdictional  Analysis,  some 
directed  to  the  1995  proposed  rule,  and 
many  with  overlapping  discussions. 
Though  many  comments  consisted  of 
form  letters,  the  agency  received  over 
95,000  distinct  or  unique  sets  of 
comments.  Five  major  cigarette 
manufacturers  jointly  submitted  2,000 
pages  of  comments  and  45,000  pages  of 
exhibits.  The  major  smokeless  tobacco 
manufachirers  jointly  submitted  474 
pages  of  comments  and  3,372  pages  of 
exhibits.  The  initial  comment  period 
remained  open  for  144  days. 

(1)  Despite  the  agency’s  extraordinary 
efforts  to  involve  the  public  in  this 
proceeding,  FDA  received  several 
comments  regarding  the  procediues  the 
agency  followed  in  providing  notice  of 
the  1995  proposed  rule  and  in 
publishing  the  1995  Jurisdictional 
Analysis.  Some  of  these  comments 
complained  that  the  agency  designated 
certain  documents  in  the  administrative 
record  as  “confidential,’’  and  that  the 
shielding  of  these  documents  denied  the 
public  a  meaningful  opportunity  to 
participate  in  the  rulemaking  process. 
One  of  these  comments  also  contended 
that  FDA  refused  to  disclose  certain 
nonconfidential  information  on  which 
the  agency  had  relied.  Some  comments 
also  argued  that  FDA  failed  to  set  forth 
a  balanced  view  of  the  issues  presented 
by  the  1995  proposed  rule,  thereby 
rendering  the  notice  inadequate  and 
“mislea^g”  imder  the  Administrative 
Procedure  Act  (the  APA).  In  their  view. 


FDA  concealed  certain  issues  in  order  to 
deny  the  public  the  right  to  participate 
in  the  rulemaking  process.  Finally,  at 
least  one  interested  person  maintained 
that  the  comment  period  for  the  1995 
proposed  rule  was  so  short  as  to  be 
arbitrary  and  capricious. 

As  the  discussion  that  follows  in  this 
section  of  the  document  demonstrates, 
the  agency’s  notice,  the  pubhc 
availability  of  the  information  the 
agency  relied  upon  at  the  notice  stage  of 
this  proceeding,  and  the  opportunity  for 
comment,  went  well  beyond  the 
requirements  of  the  APA,  well  beyond 
what  is  required  by  case  law  construing 
the  APA,  and  well  beyond  the  agency’s 
own  procedural  requirements  for 
informal  rulemaking. 

B.  Adequacy  of  the  Record 

(2)  Several  industry  comments 
complained  about  the  adequacy  of  the 
record  in  support  of  the  1995  proposed 
rule.  They  contended  that  the  agency 
violated  ^e  APA,  5  U.S.C.  553^)  and 
(c),  and  the  Due  Process  Clause  of  the 
Fifth  Amendment  to  the  Constitution, 
by  failing  to  disclose  all  of  the 
information  the  agency  “considered  or 
relied  upon  in  the  proceeding.’’  jn 
particular,  these  comments  complained 
that  the  public  was  deprived  of  the 
opportunity  to  comment  meaningfully 
bemuse,  according  to  these  comments, 
the  agency  relied  on  confidential 
documents  and  on  substantial  amounts 
of  imdisclosed  data.  One  comment  went 
so  far  as  to  claim  that  “a  substantial 
portion’’  of  the  material  FDA  relied 
upon  was  not  made  available  for  pubUc 
scrutiny. 

The  record  in  support  of  the  1995 
proposed  rule  provided  the  public  not 
only  with  a  “reasonable  opportunity’’ 
for  comment,  but  with  an  extraordinary 
opportunity  to  examine  the  agency’s 
position.  The  claim  that  the  agency 
withheld  “a  substantial  portion’’  of  the 
materials  on  which  it  relied  is  simply 
unfoimded. 

1.  The  Administrative  Record 

In  an  informal  rulemaking 
proceeding,  the  APA  itself  requires  only 
that  the  “notice  of  proposed  rule 
making’’  include  a  statement  of  the 
time,  place,  and  nature  of  the 
proceeding,  “reference  to  the  legal 


256  Because  the  APA  in  this  context  provides  the 
public  at  least  as  much  protection  as  the  Due 
Process  Clause  of  the  Constitution,  the  agency  will 
address  these  procedural  objections  solely  under 
the  APA.  See  Forester  v.  Consumer  Prod.  Safety 
Comm’n,  559  F.2d  774,  787  p.C  Cir.  1977);  Ass'n 
of  Nat’I  Advertisers,  Inc.,  v.  Federal  Trade  Comm'n, 
627  F.2d  1151, 1166  (D.C  Cir.  1979),  cert,  denied, 
447  U.S.  921  (1980). 
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authority  under  which  the  rule  is 
proposed,”  and  “either  the  terms  or 
substance  of  the  proposed  rule  or  a 
description  of  the  subjects  and  issues 
involved”  (5  U.S.C.  553(b)).  The  APA, 
thus,  does  not  expressly  require 
disclosure  of  the  information  on  which 
the  agency  relies  in  proposing  a 
regulation. 

Nevertheless,  courts  have  implied 
under  the  APA  a  requirement  that  an 
agency  give  notice  of  the  information  on 
which  it  actually  relies  to  support  a 
proposed  rule,  and  make  that 
information  available  to  the  extent  it  is 
not  readily  accessible  to  the  public.  (See 
Davis,  K.  and  R.  Pierce,  Jr., 
Administrative  Law  Treatise,  vol.  3, 
section  7.3  at  305-09  (3d  ed.  1994) 
(disciissing  one  of  the  seminal  cases  on 
disclosure  of  data  relied  on  to  support 
a  rulemaking  proceeding,  Portland 
Cement  Ass’n  v.  Ruckelshaus,  486  F.2d 
375  (D.C.  Cir.  1973),  cert,  denied,  417 
U.S.  921  (1974)).)  No  court,  however, 
has  required  the  degree  of  public 
disclosme  at  the  notice  stage  of  a 
rulemaking  proceeding  that  FDA 
imdertook  here. 

Indeed,  the  primary  cases  cited  by  the 
comments,  namely,  Portland  Cement 
Ass’n,  supra.  United  States  v.  Nova 
Scotia  Food  Products  Corp.,  568  F.2d 
240  (2d  Cir.  1977),  and  United  States 
Lines,  Inc.  v.  Federal  Maritime  Comm’n, 
584  F.2d  519  (D.C.  Cir.  1978),  address 
agency  conduct  that  bears  little 
resemblance  to  FDA’s  efforts  in  this 
proceeding.  While  FDA  has  provided  a 
remarkable  degree  of  factual  support 
and  procedural  openness,  these  cases 
involved  instances  in  which  agencies 
provided  the  public  with  no  information 
whatsoever  or  otherwise  excluded  a 
study  that  was  critical  to  the 
administrative  proceeding.  In  Portland 
Cement,  the  Environmental  Protection 
Agency  altogether  failed  to  provide  the 
public  an  opportunity  to  comment  on 
the  test  results  and  procedines  on  which 
the  agency  relied  as  the  critical”  basis 
for  the  emission  control  level  adopted 
by  the  agency.  That  is,  the  agency  set 
very  specific  pollution  control  limits, 
but  failed  to  make  pubUc  imtil  after  the 
close  of  the  comment  period  the  details 
of  crucial  tests  relied  upon  to  determine 
these  limits  (486  F.2d  at  392). 

In  Nova  Scotia  Food  Prods.,  “all  the 
scientific  research  was  collected  by  the 
agency,  and  none  of  it  was  disclosed  to 
interested  parties  as  the  material  upon 
which  the  {unposed  rule  would  be 
fashioned”  (568  F.2d  at  251)  (emphasis 
added).  And  in  United  States  Lines, 
where  a  common  carrier  challenged  an 
order  of  the  Federal  Maritime 


Commission  amending  a  contract 
between  two  competitors,  the  court 
found  that  the  Commission  had  made 
“critical  findings”  on  the  basis  of  data 
which  was  nei^er  identified  in  its 
decision  nor  included  in  the 
administrative  record.  Rather,  the 
Commission  based  its  decision  on 
“reliable  data  reposing  in  the  files  of  the 
Commission”  (584  F.2d  at  533).  The 
reviewing  court  simply  had  no  idea  of 
the  factors  or  data  on  which  the 
Commission  had  relied  (/d.). 

Thus,  at  best,  the  case  law  requires 
agencies  to  disclose  studies  and  data 
actually  relied  upon  by  the  agency.  Even 
then,  the  cases  that  have  struck  down 
agency  rulemaking  are  generally 
confined  to  instances  in  which  the 
agency  provided  woefully  inadequate 
information  to  the  public  or  failed  to 
disclose  a  critical  piece  of  information. 
(See,  e.g.,  Kennecott  Corp.  v. 
Environmental  Protection  Agency,  684 
F.2d  1007, 1018-19  (D.C.  Cir.  1982) 
(agency  acted  arbitrarily  and 
capriciously  when  it  failed  to  include  in 
the  public  docket  during  the  comment 
period  any  dociunents  supporting  a 
particular  proposed  regulation); 
compare  Personal  Watercraft  Indus. 
Ass’n  V.  Department  of  Commerce,  48 
F.3d  540,  544-45  (D.C.  Cir.  1995)  (while 
agency  must  disclose  information 
critical  to  its  decision  to  regulate  a 
particular  activity,  absent  prejudice  an 
agency  may  rely  on  studies  developed 
after  close  of  comment  period  that  are 
not  critical  to  the  underlying  proposal).) 

Finally,  FDA’s  own  procedural 
regulations  require  that  the  agency 
include  with  the  notice  of  proposed 
rulemaking,  among  other  things, 
“references  to  all  information  on  which 
the  Commissioner  relies  for  the  proposal 
*  •  *”  (§  10.40(b)(vii)  (21  CFR 
10.40(b)(vii))  (emphasis  added);  see  21 
CFR  10.3  (defining  the  term 
“administrative  record”  to  mean  the 
materials  on  which  the  agency  “relies  to 
support  the  action”).  Thus,  even  under 
the  agency’s  own  procedural 
regulations.  FDA  is  required — ^when  it 
initiates  informal  rulemaking— to 
supply  the  public  only  with  the 
materials  the  agency  is  rel)dng  upon  to 
support  the  proposed  action. 

Here,  the  materials  the  agency  relied 
on  are  the  materials  the  agency  cited  in 
the  1995  proposed  rule  and  the  1995 
Jiuisdictional  Analysis.  Not  only  did  the 
agency  provide  these  materials  to  the 
public,  but  it  also  provided  the  roughly 
190,000  pages  of  factual  and  analytical 
materials  the  agency  considered  but  did 
not  rely  upon  in  either  the  1995 
proposed  rule  or  the  1995  Jurisdictional 


Analysis.  Moreover,  the  agency 
provided  over  1,000  endnotes  and 
footnotes  directing  readers  to  each  and 
every  document,  including  every  study. 
Government  report,  joiumal  article, 
industry  document,  and  agency  record 
on  which  FDA  relied  to  support  the 
1995  proposed  rule  and  the  1995 
Juris<fictional  Analysis. 

Out  of  all  this  material,  the  only 
nonpublic  materials  on  which  the 
agency  relied  were  two  confidential 
documents  257-aii(j  ftnes  of  text  the 
agency  redacted  firom  a  dociunent  the 
agency  placed  on  the  public  record. 

The  agency  relied  on  this  material  only 
in  the  context  of  the  agency’s  1995 
Jurisdictional  Analysis.  None  of  these 
dociunents  is  pivotal  to  the  analysis  of 
jurisdiction  in  that  none  provides  the 
sole  or  principal  basis  for  the  agency’s 
conclusion  that  cigarettes  and  smokeless 
tobacco  are  drug  delivery  devices  under 
the  Federal  Focd,  Drug,  and  Cosmetic 
Act  (the  act).  Further,  as  discussed  in 
the  1996  Jurisdictional  Determination 
aimexed  hereto,  the  decision  to  keep 
these  materials  confidential  did  not  in 
any  way  undermine  the  quality  of  the 
'  public  participation  in  this  proceeding. 
In  sum,  the  procediues  the  agency 
followed  in  assembling  a  public  record 
in  this  proceeding  simply  are  not  in  line 
with  the  facts  described  in  cases  like 
Portland  Cement,  Nova  Scotia  Food 
Products,  and  United  States  Lines. 


2S7The  two  confidential  documents  the  agency 
directly  referenced  are  the  1991  Handbook  on  Lraf 
Blending  and  Product  Development  (ConHdential 
Dociunent  75)  and  the  unredacted  summary  of 
notes  of  FDA  trip  visits  (Confidential  Document  74). 
The  summary  was  compiled  Gram  notes  and 
handouts  that  are  also  designated  as  confidential 
(Confidential  Documents  69,  70,  71,  72,  and  73). 

The  agency  views  the  summary  as  a  stand-alone 
document  to  the  extent  it  distills  a  large  volume  of 
disparate  handwritten  notes  and  handouts.  Also, 
the  agency  cited  only  to  the  summary  itself. 
Nevertheless,  even  if  the  summary  were  counted  as 
five  documents  rather  than  one,  the  agency  at  most 
relied  on  six  confidential  documents.  The  agency's 
basis  for  relying  on  these  documents  in  the  1995 
Jurisdictional  Analysis  is  discussed  in  detail  in  the 
1996  Jurisdictional  Determination,  annexed  hereto. 

sseon  page  255  of  the  1995  Jurisdictional 
Analysis  (60  FTl  41453,  41716),  the  agency  redacted 
several  lines  of  text  along  with  a  footnote  that 
identified  the  sources  for  the  redacted  text.  The 
footnote  consisted  of  references  to  two  sources,  both 
of  which  appeared  on  the  agency’s  public  docket  for 
the  1995  Jurisdictional  Analysis:  J.  E.  Kiefer, 
“Cigarette  Filters  for  Altering  the  Nicotine  Content 
of  Smoke”  (Report  No.  71  5003  7),  Tennesee 
EasHhan  Co.,  pp.  1-2;  August  18, 1971,  and  J.  G. 
Curran,  Jr.,  and  E.  G.  Miller,  “Factors  Influencing 
the  Elution  of  High  Boiling  Components  of  Cigarette 
Smoke  from  Filters,”  Beitr.  Tabakfoisch,  pp.  5  and 
67, 1969.  The  Kiefer  document  appeared  on  the 
public  docket  with  certain  trade  secret  information 
redacted  from  the  document.  The  Curran  document 
was  made  available  to  the  public  in  full. 
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2.  The  Agency’s  Use  of  Confidential 
Documents 

a.  Confidential  documents  on  which 
the  agency  did  not  rely.  The  agency 
plac^  in  a  confidential  docket  75 
documents  fiom  the  approximately 
210,000  pages  of  materials  the  agency 
made  available  at  the  opening  of  this 
proceeding.  The  agency  identified  each 
of  these  75  documents  for  the  public  in 
an  index  filed  on  September  29, 1995, 
on  the  public  docket.  (See  60  FR  66981 
at  66982,  December  27, 1995.)  Of  these 
75  documents.  73  were  not  even  relied 
upon  by  the  agency  to  support  either  the 
1995  proposed  rule  or  the  1995 
Jiirisdictidhal  Analysis. 

Sixty-one  of  these  73  confidential 
documents  consisted  either  of 
commercial  information  and  trade 
secrets  that  the  industry  urged  FDA  to 
keep  confidmitial  (Confidential 
Documents  1-12, 16-21,  and  62-73),  or 
impublished  manuscripts  for  which  the 
agency  lacked  the  authors’  permission, 
as  of  September  29, 1995,  to  make  them 
available  for  widespread  dissemination 
(Confidential  Dociunents  22-52).  The 
remaining  12  documents  were  either 
proprietary  reports  and  other 
copyright^  information — such  as 
financial  reports  generated  by  Dun  and 
Bradstreet — ^whic^  the  agency  ladced 
permission  to  reprint  (Confidential 
Docvunents  13-15,  and  53-58),  or 
confidential  documents  that  supported  a 
pending  new  drug  application 
(Confidential  Docmnents  59-61). 

Again,  the  agency  did  not  rely  on  any 
of  these  73  documents  as  support  for  the 
1995  proposed  rule.  Therefore,  the 
agency  was  not  even  reqtiired  to  include 
these  documents  in  the  administrative 
record  of  the  notice  of  proposed 
rulemaking.  (See  21  CFR  10.40(b)(vii).) 

It  likewise  follows  that  because  the 
agency  did  not  rely  upon  these 
documents,  the  decision  to  protect  them 
cannot  be  said  to  have  unfairly 
interfered  with  the  public’s  ability  to 
question  the  agency’s  rationale  for  the 
rule.  (See  Mid-Tex  Electric  Coop.,  Inc.  v. 
Federal  Energy  Regulatory  Comm'n,  773 
F.2d  327,  344  (D.C.  Cir.  1985)  (agency’s 
failure  to  disclose  two  studies  was 
“manifestly  harmless’’  because  the 
agency  did  not  rely  on  the  studies  to 
support  any  finding  or  conclusion); 
Conference  of  State  Bank  Supervisors  v. 
Office  of  Thrift  Supervision,  792  F. 
Supp.  837,  843  (D.D.C.  1992)  (there  is 
no  violation  of  the  APA’s  notice 
requirements  where  the  agency  has 
declined  to  disclose  materials  on  which 
it  did  not  rely  in  proposing  the  rule); 
BS.  Goodrich  Co.  v.  Department  of 
Transp.,  541  F.2d  1178, 1184  (6th  Gif. 


1976)  (only  the  basic  data  “upon  which 
the  agency  relied  in  formulating  th  a 
regulation’’  must  be  published  for 
public  comment),  cert,  denied,  430  U.S. 
930  (1977);  K.  Davis,  Administrath'e 
Law  Treatise,  section  7.3  at  307  (3d  ed. 
1994)  (“If  an  agency  does  not  attempt  to 
support  its  find  rule  by  reference  to  an 
im^sclosed  study,  it  seems  apparent 
that  the  agency  was  not  requii^  to 
make  the  study  available  to  potential 
commentators.’’).)  The  agency  went  well 
beyond  existing  requirements  to  make 
publicly  available  thousands  of 
additional  documents  for  public 
review — ^in  recognition  of  the 
viniqueness  and  public  importance  of 
this  proceeding.  This  effort  by  the 
agency  should  not  be  used  now  as  a 
basis  for  suggesting  that  the  agency  was 
required  to  publish  all  information  that 
it  had  on  hand. 

Finally,  at  the  close  of  this  rulemaking 
proceeding  and  with  the  publication  of 
the  annexed  1996  Jurisdictional 
Determination,  the  agency  wrill 
supplement  the  public  docket  with 
copies  of  those  confidential  items  for 
which  the  agency  previously  lacked 
permission  to  publish,  but  for  which 
permission  has  now  been  granted.  Most 
of  the  unpublished  manuscripts  in  the 
confidential  docket — none  of  which 
were  relied  upon  by  the  agency  to 
support  the  rule — ^will  be  available 
through  this  addition  to  the  public 
record. 

b.  Confidential  documents  on  which 
the  agency  relied.  In  support  of  the  1995 
Juiris^ctional  Analysis,  FDA  relied  on 
only  2  of  the  75  docvunents  designated 
as  confidential:  A  svunmary  of  notes 
taken  by  FDA  inve^gators  during  site 
visits  to  manufacturing  plants  run  by 
Brown  and  Williamson,  Philip  Morris, 
and  R.  J.  Reynolds  (Confidential 
Docvunent  74);  and  a  1991  Browm  and 
Williamson  handbook  on  leaf  blending 
and  product  development  (Confident!^ 
Docvunent  75).  In  addition,  the 
agency  relied  in  its  1995  Jvuisdictional 
Analysis  on  two  lines  of  text  that  were 
redacted  from  a  document  that  appeared 
on  the  public  docket,  •phe  1995 
propos^  rule  itself  did  not  rely  on  any 


The  agency  did  not  acknowledge  ownership  of 
the  handbook  in  the  1995  Jurisdictional  Analysis, 
or  in  the  September  29, 1995,  index  to  the 
administrative  record.  However,  in  a  set  of 
comments  Rled  by  Brown  ft  Williamson,  the 
company  itself  acknowledged  publicly  its 
ownership  of  the  handbook.  (See  Brown  ft 
Williamson  Tobacco  Corp.,  Comment  (Jan.  2, 1996), 
pp.  37-38). 

zee  Kiefer,  J.  E.,  “Cigarette  Filters  for  Altering  the 
Nicotine  Content  of  Smoke,”  Tennessee  Eastman 
Co.,  Report  No.71  5003  7,  pp.  1-2,  August  18, 1971. 


of  these  docvunents.  A  thorough 

discussion  of  these  three  docvunents, 
and  the  agency’s  basis  for  relying  on 
them  to  support  its  analysis  of 
jurisdiction,  is  provided  in  section  VI.  of 
the  1996  Jurisdictional  Determination, 
annexed  hereto. 

3.  The  Claim  that  FDA  Relied  on 
“Unknown”  Undisclosed  Data 

(3)  An  association  representing  the 
tobacco  industry  also  claimed  that  the 
agency  withheld  certain  data  and 
calculations  used  to  construct  a  series  of 
charts  showing  that  nicotine  and  tar 
levels  in  smoke  have  risen  steadily  from 
1982  to  1991.  (See  60  FR  41453  at  41728 
to  41731.)  These  charts  appeared  only  in 
the  context  of  the  agency’s  1995 
Jurisdictional  Analysis.  A  thorough 
discvission  of  how  the  agency 
constructed  these  charts,  and  on  what 
data  the  agency  relied,  is  provided  in 
sections  n.  and  VI.  of  the  1996 
Jurisdictional  Determination,  aimexed 
hereto. 


zai  One  comment  noted  that  the  agency  railed  in 
the  1995  propOMd  rule  on  undisclcMed  information 
gathered  horn  formw  industry  sales  representatives 
and  managers.  (See  60  FR  41314  at  41323.)  The 
reference  in  the  rule  to  interviews  with  former  sales 
representatives  and  managers  appears  in  the 
discussion  of  proposed  $897.12  Additional 
Responsibilitie*  of  Manufacturers.  The  agency  used 
the  information  gathered  from  these  individuals  to 
support  the  proposition  that  manufocturers  direct 
their  sales  representatives  to  police  retailers’ 
cigarette  and  smokeless  tobacco  displays. 
Accordingly,  the  agency  proposed  to  require  sales 
representatives  to  be  responsible  for  removing 
violative  visual  displays  and  advertising  used  in 
retail  outlets.  In  li^t  of  comments  received,  the 
agency  has  decided  to  revise  $  897.12  to  eliminate 
this  requirement.  Because  manufacturer  sales 
representatives  will  no  longer  be  held  responsible 
for  maintaining  retailers’  fi^tires,  the  agency’s 
reliance  on  the  interviews  in  the  1995  proposed 
rule,  and  the  issue  of  whether  the  agency  should 
have  made  more  information  on  this  matter 
available  to  the  public,  is  moot  Davis,  K.  C,  and 
R.  J.  Pierce,  Jr.,  Administrative  Law  Treatise,  vol.  1, 
section  7.3  at  p.  307  (3d  ed.  1994)  (”If  an  agency 
does  not  attempt  to  support  its  final  rule  by 
reference  to  an  undisclosed  study,  it  seems 
apparent  that  the  agency  was  not  required  to  make 
the  study  available  to  potential  commentators”). 
Finally,  as  the  agency  explained  in  its  December  27, 
1995,  Federal  Register  notice,  the  agency  has  not 
made  such  information  available  to  the  public 
because  of  the  need  to  protect  the  identity  of 
individuals  who  came  forward  during  the  agency’s 
investigation  and  who  might  not  otherwise  have 
come  forward  (see  60  FR  66981, 66982).  As 
discussed  in  section  VL  of  the  1996  Jurisdictional 
Determination,  FDA  believes  there  are 
circumstances  in  which  an  agency  may  rely  on 
confidential  information  in  a  rulemaking 
proceeding,  and  that  there  are  ways  in  which  an 
agency  may  present  such  information  in  order  to 
preserve  the  public’s  right  to  a  reasonable 
opportunity  to  participate  in  the  proceeding  (60  FR 
66981).  The  agency,  however,  has  not  relied  on  any 
such  material  in  this  final  rulemaking. 
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4.  The  Claim  that  FDA  Failed  to  Include 
in  the  Record  New  Drug  Application 
(NDA)  Data  on  Which  it  Relied 

(4)  One  comment  claimed  that  the 
agency  relied  on  studies  in  seven  NDA’s 
for  the  proposition  that  a  high 
proportion  of  smokers  are  addicted  to 
niqotine,  but  failed  to  make  adequate 
disclosure  of  these  NDA’s.  In  particular, 
this  comment  stated  that  the  agency 
failed  to  include  emy  information  in  the 
public  docket  for  NDA  18-612 
(Nicorette  gum,  2  milligrams  (mg))  and 
NDA  20-385  (Nicotine  nasal  spray),  and 
included  only  summaries  for  five  other 
NDA’s  the  agency  cited.  To  the  extent 
the  agency  relied  on  any  of  these  NDA’s, 
it  did  so  only  in  the  context  of  the  1995 
Jurisdictional  Analysis.  A 
comprehensive  discussion  of  the 
agency’s  reliance  on  this  material  is 
provided  in  section  VI.  of  the  1996 
Jurisdictional  Determination,  annexed 
hereto. 

5.  The  Agency’s  Reliance  in  the  Final 
Rulemal^g  on  New  Materials 

In  an  FDA  informal  rulemaking 
proceeding,  the  final  administrative 
record  must  contain  the  proposed  rule, 
including  all  information  that  the 
Commissioner  identifies  or  files  with 
the  proposal,  all  comments  received  on 
the  proposal,  including  all  information 
submitted  as  part  of  the  conunents,  and 
the  notice  issuing  the  final  regulation, 
including  all  information  that  the 
Commissioner  identifies  or  files  with 
the  final  regulation  (§  10.40(g)).  An 
agency  may  rely  on  information  and 
data  that  were  not  included  at  the 
proposal  stage  that  expands  on  or 
confirms  information  in  the  proposal  or 
addresses  alleged  deficiencies  in  the 
preexisting  data,  provided  that  no 
prejudice  is  shown.  2*2  Otherwise, 
“[rjulemaking  proceedings  would  never 
end  if  an  agency’s  response  to 
comments  must  always  be  made  the 

See,  e.g..  Personal  Watercraft  v.  Department  of 
Commerce,  48  F.3d  540,  544  (D.C.  Cir.  1995) 
(“Agencies  may  develop  additional  information  in 
response  to  public  comments  and  rely  on  that 
information  without  starting  anew  unless  prejudice 
is  shown.”);  Solite  Corp.  v.  Environmental 
Protection  Agency,  952  F.2d  473, 484  (D.C  Cir. 
1991)  (“[Clonsistent  with  the  APA,  an  agency  may 
use  ‘supplementary’  data,  unavailable  during  the 
notice  and  conunent  period,  that  expands  on  and 
conHims  information  contained  in  the  proposed 
rulemaking  and  addresses  alleged  deHciencies  in 
the  preexisting  data,  so  long  as  no  prejudice  is 
shown.”);  Community  Nutrition  Inst.  v.  Block,  749 
F.2d  50, 57-58  (D.C.  Cir.  1984)  (agency  may  rely  on 
information  that  “expanded  on  and  confirmed” 
information  in  the  1995  proposed  rule  and 
addressed  alleged  deficiencies  in  the  record);  see 
also  Davis,  K.  C.  and  R.  J.  Pierce,  )r..  Administrative 
Law  Treatise,  section  7.3  (3d  ed.  1994). 


subject  of  additional  comments” 
(Community  Nutrition  Inst.  v.  Block, 

749  F.2d  50,  at  58).  Accordingly,  the 
agency  has  cited  in  this  preamble  and  in 
the  1996  Jurisdictional  Determination 
annexed  hereto,  a  small  amount  of 
information  that  is  needed  to  respond 
fully  to  the  comments  or  that  otherwise 
supplements  thW  information  contained 
in  or  filed  with  the  1995  proposed  rule. 
'These  documents  include  published 
scientific  articles,  reference  texts,  letters 
to  tobacco  industry  counsel,  an  abstract 
that  the  tobacco  industry  asked  to 
include  in  the  record,  three  publicly 
released  tobacco  company  documents. 
Congressional  hearing  transcripts,  and 
newspaper  articles.  The  agency  has 
placed  this  cited  information  in  the 
administrative  record. 

C.  Adequacy  of  the  Notice 

(5)  Two  industry  comments  argued 
that  the  public’s  participation  in  the 
rulemaking  process  has  been  frustrated 
because  the  agency  presented  a  “one¬ 
sided”  view  in  its  1995  notice  of 
proposed  rulemaking.  'They  claimed  that 
FDA  failed  to  satisfy  the  APA’s  notice 
requirement  for  informal  rulemaking 
because  the  agency  neither  disclosed 
nor  discussed  the  supposedly  “large 
body”  of  information  that  is 
“inconsistent  with,  or  otherwise  not 
supportive  of,  the  proposed  rule.” 
Fiirther,  the  agency  did  not,  in  their 
view,  provide  a  “reasoned  explanation” 
for  departing  fi-om  peist  precedent  on  the 
issue  of  wh^er  FDA  should  regulate 
all  cigarettes  and  smokeless  tobacco. 

'These  comments  provided  no  legal 
authority  to  support  the  proposition 
that,  at  ^e  notice  stage  of  a  proceeding, 
the  agency  is  required  to  anticipate  all 
challenges  to  its  reasoning,  and  must 
attempt  to  answer  those  challenges. 
Rather,  at  the  notice  stage  of  a 
rulemaking  proceeding,  the  agency’s 
obligation  is  to  include  sufficient  detail 
on  the  content  of  the  rule,  tmd  on  the 
basis  in  law  and  fact  for  the  rule,  to 
allow  for  meaningful  and  informed 
comment.  (See  American  Medical  Ass'n 
V.  Reno.  57  F.3d  1129, 1132  (D.C.  Cir. 
1995);  Home  Box  Office,  Inc.  v.  Federal 
Communications  Comm’n,  567  F.2d  9, 
35-36  (D.C.  Cir.),  cert,  denied,  434  U.S. 
829  (1977).) 

More  specifically,  in  an  informal 
rulemaking  proceeding,  the  APA 
requires  public  notice  of  an  agency’s 
intention  to  issue  a  regulation  (5  U.S.C. 
553(b)).  'The  notice  must  include 
“reference  to  the  legal  authority  imder 
which  the  rule  is  proposed,”  and  “either 
the  terms  or  substance  of  the  proposed 
rule  or  a  description  of  the  subjects  and 


issues  involved”  (5  U.S.C.  553(b)(2)’ and 
(b)(3)).  FDA’s  own  regulations  require 
that  a  notice  of  proposed  ixdemaldng 
include  “a  preamble  that  summarizes 
the  proposal  and  the  facts  and  policy 
underlying  it,  *  *  *  all  information  on 
which  the  Commissioner  relies  for  the 
proposal,  *  *  *  and  qites  the  authority 
imder  which  the  regulation  is 
proposed”  (21  (]FR  10.40(b)(vii)). 

Under  case  law  construing  section 
553  of  the  APA,  notice  of  informal 
rulemaking  must  be  “sufficiently 
descriptive  of  the  ’subjects  and  issues 
involved’  so  that  interested  parties  may 
offer  informed  criticism  and  comments” 
(Ethyl  Corp.  v.  Environmental  Protection 
Agency,  541  F.2d  1,  48  (D.C.  Cir.)  (en 
banc),  cert,  denied  426  U.S.  941  (1976)). 
Notice  is  sufficient  imder  the  APA  “if  it 
affords  interested  parties  a  reasonable 
opportunity  to  participate  in  the 
rulemaking  process”  (Forester,  559  F.2d 
at  787;  accord  State  of  South  Carolina 
ex  rel.  Tindal  v.  Block,  717  F.2d  874, 

885  (4th  Cir.  1983),  cert,  denied,  465  U. 
S.  1080  (1984)).  And,  insofar  as  the  1995 
proposed  rule  relied  on  a  technical 
study  or  specific  data  essential  to  an 
understanding  of  the  rule,  the  notice 
should  have  disclosed  this  information 
to  the  extent  needed  to  allow  for 
“meaningful  commentary”  (Connecticut 
Light  and  Power  Co.  v.  Nuclear 
Regulatory  Comm’n,  673  F,2d  525,  530- 
31  (D.C.  Cir.),  cert,  denied,  459  U.  S.  835 
(1982)). 

In  this  instance,  the  1995  proposed 
rule  met  both  the  .APA’s  notice 
requirements  (as  interpreted  by 
prevailing  case  law),  as  well  as  FDA’s 
own  procedural  requirements.  The 
agency  by  any  standard  “fulfilled  its 
obligation  to  make  jts  views  known  to 
the  public  in  a  concrete  and  focused 
form  so  as  to  make  criticism  or 
formulation  of  alternatives  possible” 
(Air  Transport  Ass’n  of  America  v.  Civil 
Aeronautics  Board,  732  F.2d  219,  225 
(D.C.  (3ir,  1984)  (quoting  Home  Box 
Office.  Inc.,  567  F.2d  at  36)). 

1.  'The  Agency  Provided  Adequate 
Notice  of  the  Key  Legal  and  Factual 
Issues 

Although  the  APA’s  notice 
requirements  could  have  been  met  by  a 
far  briefer  presentation,  the  agency 
chose  to  supply  the  public  with  a  notice 
that  explored  in  full  the  wide  range  of 
factual  and  legal  issues  presented.  In 
doing  so,  the  agency  discussed  the  most 
significant  issues  that  the  two  industry 
comments  claimed  were  missing  firom 
the  notice. 

(6)  The  comments  contended  that  the 
agehcy  failed  to  discuss  past  instances 
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in  which  it  declined  to  exercise 
jurisdiction  over  cigarettes  and 
smokeless  tobacco,  including  FDA’s 
response  to  a  1977  citizen  petition.  One 
coxnment  in  particular  insisted  that  such 
a  discussion  would  have  alerted  the 
public  to  the  idea  that  Congress  enacted 
preemptive  legislation  in  reliance  on 
FDA’s  past  pronouncements,  legislation 
which  the  comments  argue  bars  FDA 
from  regulating  these  products. 

The  agency  acknowledged  in  the  1995 
Jurisdictional  Analysis,  published  in 
conjunction  with  the  1995  proposed 
rule,  that  it  has  in  the  past  reheined 
from  exercising  jurisdiction  generally 
over  all  cigarettes  and  smokeless 
tobacco  (vinless  claims  were  made  for 
the  product)  (60  FR  41453  at  41482  n. 

5).  Among  other  things,  the  agency 
referred  readers  to  the  published 
decision  in  Action  on  Smoking  and 
Health  [ASH]  v.  Harris,  655  F.2d  236 
(D.C.  Cir.  1980).  That  decision 
discussed,  and  indeed  arose  horn,  the 
1977  citizen  petition  which,  as  one 
comment  claimed,  the  agency 
“conscientiously  avoidjed]’’  in  order  to 
“misleadd”  the  public.  Not  only  does 
the  ASH  opinion  discuss  the  petition 
and  the  agency’s  position  at  that  time 
with  respect  to  exercising  jurisdiction 
generally  over  cigarettes,  it  also  recounts 
for  the  reader  the  agency’s  historical 
position  on  the  issue  (Id.  at  237-241). 
Moreover,  the  agency  placed  in  the 
administrative  record  copies  of 
documents  in  which  FDA  declined  to 
exercise  jurisdiction,  including  FDA’s 
response  to  ASH’s  1977  citizen 
petition.  2»3 

In  addition,  the  agency  attached  as 
part  of  an  appendix  to  its  1995 
Jurisdictional  Analysis  copies  of  the 
Commissioner’s  testimony  before  the 
House  Subcommittee  on  Health  and  the 
Environment  of  the  Committee  on 
Energy  and  Commerce  on  March  25, 
1994  (Appendix  7).  At  the  outset,  the 
Commissioner  stated: 

Although  FDA  has  long  recognized  that  the 
nicotine  in  tobacco  products  produces  drug¬ 
like  effects,  we  never  stepped  in  to  regulate 
most  tobacco  products  as  drugs.  One  of  the 
obstacles  has  been  a  legal  one.  A  product  is 
subject  to  regulation  as  a  drug  based 
primarily  on  its  intended  use.  *  *  *  With 
certain  exceptions,  we  have  not  had 
sufficient  evidence  of  such  intent  with  regard 
to  nicotine  in  tobacco  products.  *  *  * 


2S3  Letter  from  D.  Kennedy  (FDA)  to  J.  Banzhaf 
(ASH)  of  Dec.  5, 1977,  (denial  of  1977  petition); 
Letter  from  J.  E.  Goyan  (FDA)  to  }.  Ban^af  (ASH) 
of  Nov.  25, 1980;  Public  Health  Cigarette 
Amendments  of  1971,  Hearings  Before  the 
Consumer  Subcommittee  of  the  Committee  on 
Commerce,  U.S.  Senate,  92d  Cong.,  2d  sess.,  pp. 
239-246. 


Mr.  Chairman,  we  now  have  cause  to 
rrconsider  this  historical  view.  *  *  *  This 
question  arises  today  because  of  an 
acciunulation  of  information  in  recent 
months  and  years.  In  my  testimony  today,  1 
will  describe  some  of  that  information. 
(Appendix  7  at  1-2  (footnote  omitted)) 
This  testimony,  like  the  reference  to  the 
ASH  decision,  adequately  put  the  public 
on  notice  of  FDA’s  past  position, 

Nor  does  FDA  agree  with  the 
comment’s  argument  that  Congress,  in 
reliance  on  past  FDA  pronouncements, 
enacted  legislation  precluding  FDA 
from  regulating  tobacco  products  under 
the  act.  As  discussed  in  detail  in 
sections  IV.  and  V.  of  the  annexed  1996 
Jurisdictional  Determination,  the  agency 
has  never  categorically  disclaimed 
jurisdiction  over  tobacco  products  and 
Congress  has  never  expressly  forbidden 
FDA  from  asserting  jurisdiction  over 
these  products.  The  agency  has  no 
affirmative  obligation  to  posit  in  its 
notice  of  proposed  rulemaking 
arguments  it  believes  ai«  legally  infirm. 
(Cf.  Florida  Power  and  Ught  Co.  v. 
United  States,  846  F.2d  765,  771  (D.C. 
Cir.  1988),  cert,  denied,  490  U.S.  1045 
(1989).) 

Two  tobacco  industry  comments  also 
claimed  that  the  agency  imfairly 
underplayed  the  complexity  of  issues 
such  as  “intended  use,’’  product 
categorization,  regulatory  authority  over 
combination  products,  and  the 
applicability  of  the  medical  device 
provisions  of  the  act  to  cigarettes  and 
smokeless  tobacco.  Instead,  one  of  these 
comments  asserted  that  all  the  agency 
had  done  was  publish  “a  tendentious 
anti-tobacco,  pro-FDA-regulation 
manifesto’’  and.  as  such,  the  agency’s 
notice  was  “fraudulent.”  The  agency 
disagrees  with  this  characterization. 
More  to  the  point,  the  agency  disagrees 
with  the  argmnent  that  the  agency 


zM  As  discussed  in  section  IV.  of  the  1996 
Jurisdictional  Determination,  the  agency’s  decision 
not  to  include  a  prolonged  discussion  of  past 
agency  decisions  is  based  on  the  foct  that  the 
agency  is  now  operating  under  a  different  set  of 
facts.  The  agency  did  not  commit  a  procedural  error 
by  failing  to  chronicle  exhaustively  decisions  it 
made  in  a  factually  distinguishable  context. 
Moreover,  one  of  the  comments  faulted  the  agency 
for  failing  to  give  notice  of  the  “several”  citizen 
petitions  filed  since  1977  that  requested  that  the 
agency  regulate  cigarettes.  In  fact,  the  agency 
incorporated  by  reference  into  the  opening  docket 
for  the  1995  Jurisdictional  Analysis  all  significant 
dockets  opened  since  the  conclusion  of  the  ASH 
litigation  that  relate  to  the  agency’s  jurisdiction  over 
cigarettes  and  other  nicotine  delivery  systems.  The 
index  the  agency  provided  to  the  public  on 
September  29, 1995,  in  conjunction  with  the  public 
display  of  the  administrative  record  (as  of  that 
date),  included  a  description  of  nine  dockets  the 
agency  incoqrorated  by  reference  into  the  record 
supporting  the  1995  Jurisdictional  Analysis. 


somehow  deprived  the  public  of  fair 
notice. 

Again,  to  satisfy  the  APA’s  notice 
reqtiirement,  the  agency  must  specify 
with  particularity  ffie  legal  authority  on 
which  its  proposal  is  based  (K.  C.  D^is 
&  R  J.  Pierce,  Jr.,  Administrative  Law 
Treatise  (vol.  1, 3d  ed.  1994)  section  7.3 
at  299).  Notice  must  be  “informative” 
and  must  “fairly  apprise”  interested 
persons  (Id.  at  299  and  300).  The  agency 
need  not,  however,  unravel  for  the 
public  each  and  every  theoretical  step  in 
the  analysis.  (See  Chemical  Waste 
Management.  Inc.  v.  Environmental 
Protection  Agency,  869  F.2d  1526, 1535 
(D.C.  Cir.  1989)  (even  where  agency 
statement  in  notice  of  rulemaking 
assumes  rather  than  invites  comments 
on  an  issue,  notice  is  sufficient  if  it 
provides  interested  parties  “with  a  clear 
indication  of  the  agency’s  intended 
course  of  action  *  *  *.”);  Center  for 
Auto  Safety  V.  Peck,  751  F.2d  1336, 

1361  (D.C.  Cir.  1985)  (“It  is  simply  not 
the  case,  however,  that  all  of  the 
essential  postulates  for  an  agency  rule 
must  be  contained  in  the  record.”)). 

Nevertheless,  the  agency  provided  the 
public  a  detailed  explanation  of  why  it 
regards  cigarettes  and  smokeless  tobacco 
as  drug/device  combination  products, 
and  why  it  believes  the  device 
provisions  of  the  act  niay,  and  should, 
be  used  to  regulate  these  products.  The 
agency  set  forth  its  rationale  for 
regulating  these  products  as  devices  in 
both  the  August  11, 1995,  proposed  rule 
(see  60  FR  41314  at  41348  to  41350)  and 
again  in  the  August  11. 1995 
Jurisdictional  Analysis  (see  60  FR  41453 
at  41521  to  41525).  Fmffier,  the  agency 
identified  the  precise  statutory 
provisions  under  which  it  proposed  to 
regulate  these  products  (see  60  FR 
41314  at  41346  to  41352,  and  41372). 

The  agency  also  put  the  public  on 
notice,  by  referencing  the  Intercenter 
Agreement  between  ffie  Center  for  Drug 
Evaluation  and  Reseeirch  and  the  Clenter 
for  Devices  and  Radiological  Health, 
that  preloaded  drug  delivery  systems  are 
often  regulated  using  the  drug 
authorities  xmder  the  act.  The  agency 
adequately  explained — for  notice 
purposes — why  in  this  instance  it 
proposed  a  different  approach  (60  FR 
41314  at  41348  to  41350). 

With  respect  to  the  application  of  the 
concept  of  “intended  use,”  the  lengthy 
discussion  in  Part  n  of  the  1995 
Jurisdictional  Analysis  provided  the 
public  with  full  disclosure  of  the 
agency’s  rationale  for  regulating 
cigarettes  and  smokeless  tobacco  based 
on  the  “intended  use”  of  these  products. 
The  core  facts  and  precedents  on  which 
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the  agency  relied  were  displayed  in  a 
manner  the  agency  believes  invited 
maximiun  public  scrutiny.  The  agency 
even  provided  the  public  with  11 
different  examples  (9  from  the  1980’s 
and  1990*s)  of  the  application  of  the 
intended  use  concept  to  the 
determination  of  whether  a  product, 
absent  express  claims,  may  be  regulated 
as  a  drug  or  a  device  (60  FR  41453  at 
41527  to  41531).  This  level  of 
explanation  more  than  satisfied  the 
notice  requirements  of  the  APA  as 
interpret^  by  the  relevant  case  law. 

Finally,  the  quantity  and  quality  of 
comments  the  agency  received  on  the 
1995  proposed  ^e  and  the  1995 
Jurisdictional  Analysis  suggest  that,  in 
fact,  the  public  was  adequately  notified 
of  the  relevant  issues.  The  agency 
received  more  comments  in  this 
proceeding  than  it  has  ever  received  on 
any  other  subject,  with  over  700,000 
comments  (including  form  letters)  and 
over  95,000  distinct  or  unique  sets  of 
comments.  More  important,  the  agency 
received  hvmdreds  of  pages  of 
comments  on  the  very  issues  the  agency 
is  said  to  have  hidden  from  the  public. 
Indeed,  the  two  industry  comments  who 
complained  most  vigorously  about  the 
supposed  deficiencies  in  the  agency’s 
notice  of  proposed  rxilemaking 
themselves  filed  volumes  of  coirunents 
on  the  issues  they  claim  the  agency 
concealed.  Even  the  comments  of 
interested  nonindustry  persons 
evidenced  fair  notice  of  the  agency’s 
reasoning  for  applying  the  device 
provisions  of  the  act  to  cigarettes  and 
smokeless  tobacco, 

In  Chemical  Waste  Management,  the 
plaintiff  complained  that  the 
Environmental  Protection  Agency’s 
(EPA)  notice  of  proposed  rulemaking 
treated  a  certain  controversial  issue  "as 
an  accomplished  fact’’  (869  F.2d  at 
1535).  Like  two  of  the  comments  here, 
the  plaintiff  in  Chemical  Waste 
Management  argued  that  the  APA 
required  the  agency  to  highlight  the  fact 


2BS  See,  e.g..  Joint  Comments  of  the  Smokeless 
Tobacco  Manufacturers.  Comment  Oanuary  2, 

1996),  at  43  to  73  (discussing  the  agency’s  historical 
position  on  agency  jurisdiction  over  tobacco 
products),  at  99-258  (discussing  the  agency’s 
application  of  the  concept  of  intended  use  to 
tobacco  products),  and  at  259-307  (analyzing  the 
agency’s  position  that  cigarettes  and  smokeless 
tobacco  are  combination  products  that  may  be 
regulated  as  restricted  devices);  Joint  Comments  of 
Cigarette  Manufacturers  at,  among  other  places,  Vol. 
I  (discussing  FDA’s  historical  position  on 
jurisdiction),  Vol.  D  (discussing  the  concept  of 
intended  use),  and  Vol.  V  (discussing  the  regulation 
of  cigarettes  as  medical  devices). 

2M  See,  e.g..  Public  Qtizen  Litigation  Group, 
comment  (January  2, 1996);  American  Heart 
Association,  comment  (December  26, 1995). 


that  its  position  was  subject  to  debate 
and  to  solicit  comments  on  the  issue. 

The  United  States  Court  of  Appeals  for 
the  District  of  Columbia  rejected  this 
argument  because  EPA  had  provided 
notice  of  its  intended  course  and 
because  the  agency  in  fact  received 
numerous  comments  on  the  issue  (869 
F.2d  at  1535).  (See  also  Shell  Oil  Co.  v. 
EPA.  950  F.2d  741,  757  (D.C.  Or.  1991) 
(recognition  of  a  certain  issue  in 
comments  may  be  used  to  infer  that 
adequate  notice  of  the  issue  was  given); 
Haralson  v.  Federal  Home  Loan  Bank 
Board,  678  F.  Supp.  925,  926  (D.D.C. 
1987)  (same).) 

As  in  cases  such  as  Chemical  Waste 
Management,  the  comments  FDA 
received  demonstrate  that  there  is  no 
serious  claim  to  be  made  that  the  agency 
has  concealed  issues  from  the  public. 
Interested  persons  representing  both 
sides  in  this  controversial  preceding 
commented  on  the  very  issues  the 
agency  supposedly  underplayed  in  its 
notice  of  proposed  rulemaking. 

The  comments  that  challenge  the 
adequacy  of  the  agency’s  notice  confuse 
the  merits  of  the  issue  with  procedure. 
The  supposed  deficiencies  in  FDA’s 
legal  reasoning,  and  the  supposed 
failure  to  discuss  contrary  authorities, 
raise  substantive  issues  to  be  resolved 
during  the  comment  and  response-to- 
comment  phase  of  the  proceeding.  The 
possibility  that  some  of  the  agency’s 
legal  condusions  may  be  subject  to 
debate  does  not  render  the  notice 
inadequate.  (See  Chemical  Waste 
Management,  Inc.,  869  F.2d  at  1535; 
Natural  Resources  Defense  Council,  Inc. 
v.  Hodel,  618  F.  Supp.  848,  864-65  (E.D. 
Cal.  1985).) 

2.  The  Agency  Provided  a  “Reasoned 
Explanation’’  for  its  Current  Position 

Several  tobacco  industry  comments 
also  claimed  that  the  agency  violated 
the  APA’s  notice  provisions  by  failing  to 
include  a  “reasoned  explanation’’  for 
departing  from  past  precedent  on  the 
issue  of  whether  to  regiUate  all 
cigarettes  and  smokeless  tobacco.  In 
their  view,  the  1995  proposed  rule  and 
the  1995  Jurisdictional  Analysis  were 
procedurally  infirm  because  the  agency 
did  not  adequately  explain  its  basis  for 
past  decisions  not  to  regulate  these 


2B7  xlje  agency  also  received  a  comment 
criticizing  the  agency  for  failing  to  discuss  the  June 
1994  Federal  Trade  Commission’s  (FTC)  decision 
regarding  the  “Joe  Camel’’  advertising  camptaign.  In 
section  VI.  of  this  document,  the  agency  discusses 
the  FTC's  decision,  showing  that  the  FTC’s  decision 
in  1994  with  respect  to  the  “Joe  Camel"  campaign 
was  neither  relevant  to,  nor  contradicted,  FDA’s 
discussion  of  the  campaign  in  the  1995  proposed 
rule. 


products,  and  did  not  distinguish  those 
decisions  from  its  present  position.  One 
of  these  comments  likewise  asserted 
that  the  agency  was  required  to  include 
in  the  administrative  record  each  and 
every  document  “that  formed  the  basis 
for,  or  was  an  expression  or  reflection 
of,  FDA’s  consistent  position  over  more 
than  80  years  that  it  does  not  have 
jurisdiction  to  regulate  cigarettes.’’  The 
absence  of  this  material,  according  to 
the  comment,  demonstrates  that  the 
agency  failed  to  consider  “obviously 
relevant’’  contrary  information  in 
proposing  to  regulate  these  products. 

'Ine  authorities  cited  in  the  comments 
at  best  require  that,  by  the  close  of  an 
administrative  proceeding,  the  agency 
must  provide  a  “reasoned  explanation’’ 
to  the  extent  the  agency  has  departed 
from  a  prior  form^  position.  (See,  e.g., 
RKO  Gen.,  Inc.  v.  FCC,  670  F.2d  215 
(D.C.  Cir.  1980)  cert,  denied,  456  U.S. 
927  (1982)  (ch^lenge  to  final  order  of 
Federal  Communications  Commission 
denying  renewal  of  television  license); 
Baltimore  and  Annapolis  R.  R.  v. 
Washington  Metro.  Area  Transit 
Comm’n,  642  F.2d  1365  (D.C.  Cir.  1980) 
(challenge  to  final  order  of  transit 
commission);  Greyhound  Corp.  v.  ICC, 
551  F.2d  414  (D.C.  Cir.  1977)  (challenge 
to  final  decision  of  the  labor  board); 
International  Union.  United  Auto 
Workers  v.  NLRB.  459  F.2d  1329  (D.C. 
Cir.  1972)  (challenge  to  final  decision  of 
labor  board);  see  also  Motor  Vehicle 
Mfrs.  Assoc,  v.  State  Farm  Mutual  Auto 
Ins.,  463  U.S.  29,  43  (1983)  (challenge  to 
final  rule  rescinding  passive  restraint 
seatbelt  requirement  contained  in  a 
Department  of  Transportation 
standard).)  None  of  these  cases,  which 
involved  challenges  to  final  agency 
orders  and  fined  rules,  holds  that  at  the 
notice  stage  of  a  proceeding,  when  an 
agency  is  proposing  to  depart  from  a 
prior  position,  the  agency  must  provide 
a  comprehensive  “reasoned 
explanation.’’ 

The  agency  nevertheless  agrees  that 
the  rulemaking  proceeding,  taken  as  a 
whole,  should  clearly  and  rationally 
justify  changes  in  existing  policies. 
Thus,  FDA  included  in  its  notice  of 
proposed  rulemaking  and  1995 
Jurisdictional  Analysis  ample  reference 
to  its  prior  policy  and  a  more  than 
ample  discussion  of  the  agency’s 
rationale  for  changing  its  policy.  Indeed, 
the  very  intent  of  the  1995  Jurisdictional 
Analysis,  and  the  622  footnotes 
supporting  the  analysis,  was  to  provide 
the  public  with  a  full  view  of  the 
evidence  that  supports  the  need  for  the 
agency  to  take  a  different  approach  to 
the  regulation  of  these  products. 
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As  FDA  made  clear  at  the  outset  of  its 
1995  Jurisdictional  Analysis,  its 
decision  to  propose  to  regulate  these 
products,  when  in  the  past  it  chose  not 
to  (except  where  claims  were  made),  is 
based  on  the  fact  that  “[t]he  quality, 
quantity,  and  scope  of  the  evidence 
available  to  FDA  today  is  far  greater 
than  any  other  time  when  FDA  has 
considered  regulation  of  cigarettes  and 
smokeless  products.”  (60  FR  41453  at 
41464,  n.  1.)  Footnote  5  of  the  1995 
Jurisdictional  Analysis,  in  particular, 
made  cleeir  that:  (1)  The  agency  in  the 
past  had  declined  to  exercise 
jurisdiction  generally  over  these 
products;  and  (2)  the  reason  for  taking 
a  different  position  today  is  that  the 
evidence  before  the  agency  regarding 
the  intended  use  of  these  products  “has 
changed  dramatically.”  (60  FR  41453  at 
41482,  n.  5).  In  addition,  the  agency 
repeatedly  stated  that  its  analysis  was 
based  on  “evidence  now  available  to  the 
agency”  (60  FR  41453  at  41464),  , 
“current  evidence”  (60  FR  41466), 
evidence  accumulated  since  1980  (60 
FR  41482,  n.  5),  and  evidence  that  has 
emerged  since  1980  or  was  not  widely 
known  imtil  recently  (60  FR  41453  at 
41483  to  41484,  and  41539). 

Neither  the  APA  nor  the  case  law 
cited  in  the  comments  requires  an 
agency  to  provide  a  thorough  “reasoned 
explanation”  for  departing  from 
precedent  at  the  notice  stage  of  a 
proceeding.  Rather,  the  APA  at  best 
requires  that  the  agency  give  notice  of 
its  proposal  to  take  a  different  position 
or  view,  and  give  enough  information  to 
allow  the  public  a  reasonable 
opportimity  to  comment.  Not  until  the 
close  of  the  proceeding,  after  public 
comment  has  been  received,  must  the 
agency  ensure  that  it  has  provided  a 
“reasoned  explanation.”  The  agency 
believes  in  this  instance  that  its 
discussion  at  the  notice  stage  met  the 
standard  that  covirts  ordinarily  do  not 
impose  until  the  close  of  an 
administrative  proceeding.  Nonetheless, 
the  agency  has  provided  a  detailed 
discussion  of  the  legal  and  factual  bases 
for  taking  its  current  position  in  section 
rv.  of  the  1996  Jurisdictional 
Determination,  annexed  hereto. 

Finally,  the  agency  does  not  agree  that 
it  was  required  to  include  in  the  record, 
at  the  notice  stage  of  the  proceeding, 
each  and  every  prior  agency  “decision, 
statement,  and  finding.”  Rather,  the 
agency  appropriately  included  in  the 
record  enough  documentation  to  give 
the  public  notice  of  the  agency’s  prior 
position,  and  notice  of  the  agency’s 
prior  reasoning  for  declining  to  exercise 
jurisdiction  generally  over  these 


products  (absent  express  claims).  For 
example,  the  agency  incorporated  by 
reference  into  the  administrative  record 
supporting  the  1995  Jurisdictional 
Analysis  all  significant  dockets  opened 
since  the  conclusion  of  the  1977  ASH 
litigation  that  relate  to  the  agency’s 
jurisdiction  over  these  products.  In 
addition,  the  agency  included  in  the 
record  in  support  of  its  1995 
Jurisdictional  Analysis  its  response  to 
the  original  ASH  citizen  petition.  The 
response  to  the  ASH  petition  outlines  in 
detail  the  “contrary”  view  the  agency 
allegedly  concealed,  including  full 
discussions  of  the  agency’s  enforcement 
history  with  respect  to  tobacco  products 
and  the  agency’s  significant  past 
pronovmcements  on  the  subject.  In  any 
case,  the  tobacco  industry  itself,  through 
its  comments,  has  introduced  many  of 
the  agency’s  earlier  statements  into  the 
administrative  record  for  this 
proceeding.  ^Thus,  vmlike  the  facts 
presented  in  cases  such  as  Public 
Citizen  v.  Heckler,  653  F.  Supp.  1229 
(D.D.C.  1986)  or  Walter  O.  Boswell 
Memorial  Hospital  v.  Heckler,  749  F.2d 
788  (D.C.  Cir.  1984),  as  referenced  in  the 
comment,  the  administrative  record  for 
this  proceeding  already  contains  the 
“adverse”  information  claimed  to  be 
lacking,  by  virtue  of  the  agency’s 
inclusion  of  documents  in  the  record 
and  the  comments  received  by  the 
agency. 

D.  Adequacy  of  the  Comment  Period 

FDA  received  at  least  one  comment 
urging  that  the  comment  period  was 
iinreasonably  short  in  light  of  the 
complexity  of  the  proposed  rule,  the 
number  of  materials  the  agency  put  on 
public  display,  and  the  possible  impact 
of  the  rule  on  the  tobacco  industry.  This 
comment  argued  that  the  agency  acted 
arbitrarily  and  capriciously  in  deciding 
to  “limit”  the  comment  period  to  144 
days  from  the  publication  of  the  August 
11, 1995,  proposal  and  95  days  from  the 
public  release  of  the  documents  FDA 
considered  but  did  not  rely  upon. 

Far  frrom  having  “limited”  the 
comment  period,  FDA  provided  more 
than  twice  as 'much  time  for  comment 
as  the  agency’s  regulations  require.  (See 
60  FR  53560,  October  16, 1995 
(extending  comment  period  for  the 
proposed  rule);  60  FR  53620,  October 
16, 1995  (extending  comment  period  on 
Jurisdictional  Analysis).) 

'The  APA  requires  only  that  an  agency 
“give  interested  persons  an  opportimity 
to  participate  in  the  rule  making 
through  submission  of  written  data, 
views,  or  arguments  *  *  (5  U.S.C. 

553(c).)  This  is  all  the  APA  requires; 


there  is  no  statutory  requirement 
concerning  how  many  days  an  agency 
must  allow,  nor  is  there  a  requirement 
that  an  agency  must  extend  the  period 
at  the  request  of  an  interested  person. 
(See  Phillips  Petroleum  Co.  v.  EPA,  803 
F.2d  545,  559  (10th  Cir.  1986).) 

FDA’s  own  regulations  generally 
afford  the  public  60  days  to  comment  on 
a  proposed  rule,  unless  the 
Conunissioner  shortens  or  lengthens  the 
period  for  good  cause  (21  CFR 
10.40(b)(2)X  Executive  Order  12889 
implementing  the  North  American  Free 
Trade  Agreement  prescribes  a  minimum 
conunent  period  of  75  days  on  certain 
proposed  rules,  except  when  good  cause 
is  shown  for  a  shorter  comment  period. 
(See  58  FR  69681,  December  30, 1993.) 

Here,  the  agency  provided  the  public 
with  144  days  from  the  publication  of 
the  notice,  139  days  from  the  release  of 
the  documents  the  agency  cited  in 
support  of  the  rule  and  the  1995 
Jurisdictional  Analysis  (on  August  16, 
1995),  and  95  days  from  the  release  of 
the  materials  the  agency  considered  but 
did  not  directly  rely  upon  (on 
September  29, 1995).  'Thus,  even  when 
counting  from  the  date  the  agency 
released  additional  documents  of  no 
direct  relevance  to  the  1995  proposed 
rule,  the  agency  provided  much  more 
time  for  comment  on  the  notice  of 
proposed  rulemaking  than  its 
regulations,  or  the  Executive  Order, 
require. 

Further,  on  March  20, 1996,  the 
Federal  Register  published  a  notice 
providing  an  additional  30-day 
comment  period  limited  to  specific 
documents  the  agency  added  to  the 
proposed  rulemaking  docket  (see  61  FR 
11349,  March  20, 1996)  and  to  the  ’ 
docket  in  support  of  the  agency’s 
analysis  of  its  jurisdiction  (see  61  FR 
11419,  March  20, 1996).  Although  the 
agency  expressly  limited  the  scope  of 
the  matters  on  which  interested  persons 
could  comment,  the  March  20, 1996, 
action  did  provide  the  pubhc  with  yet 
another  30  days  on  which  to  comment 
on  issues  related  to  such  core  subjects 
as  the  manipulation  of  the  nicotine 
content  of  cigarettes  and  smokeless 
tobacco.  The  March  20, 1996,  action 
also  reopened  the  comment  period  with 
respect  to  the  record  in  support  of  the 
agency’s  proposal  to  regulate  the 
advertising  of  these  pri^ucts  in  “adult 
publications”  tmd  billboard  advertising. 

The  agency  is  not  persuaded  that  any 
interested  person  has  been  unfairly 
prejudiced  by  the  length  of  the  comment 
period.  First,  FDA  considers  requests  to 
extend  the  comment  period  on  a  case- 
by-case  basis.  Here,  on  the  one  hand,  the 
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authors  of  the  comment  (the  Tobacco 
Institute  together  with  five  major 
tobacco  companies)  presented  in  their 
request  for  addition^  time  no 
compelling  reasons  to  esUend  the  period 
(such  as  a  new,  material  study).  On  the 
other  hand,  FDA  is  faced  with  a  matter 
raising  serious  public  health  concerns. 
For  those  reasons,  the  agency  denied  the 
request  to  extend  the  period  for  as  long 
as  had  been  requested  (see  60  FR 
53560). 

Second,  each  of  the  five  tobacco 
companies  who  submitted  this  joint 
corrunent  complaining  about  the  length 
of  the  corrunent  period  also  filed  suit 
against  FDA  1  day  before  the  Federal 
Register  published  FDA’s  notice  of 
proposed  rulemaking.  The  timing 
appears  to  indicate  that  these  firms  had 
b^n  preparing  to  respond  to  an  FDA 
proposal  to  regulate  cigarettes  and 
smokeless  tobacco  for  some  time.  In  any 
case,  they  were  able,  jointly,  to  submit 
2,000  pages  of  comments  and  45,000 
pages  of  exhibits  within  the  time 
allotted  for  corhmenting  on  the 
Jurisdictional  Analysis  and  the 
proposed  rule.  Their  submissions  far 
outweigh  any  others.  The  agency, 
therefore,  is  not  persuaded  that  these 
interested  persons  suffered  prejudice  as 
a  result  of  FDA’s  allowing  twice  as 
much  time  as  the  agency’s  regulations 
require.  (See  Conference  of  State  Bank 
Supervisors  v.  Office  of  Thrift 
Supervision,  792  F.  Supp.  837,  844 
(D.D.C.  1992)  (in  light  of  the  comments 
received,  court  declined  to  find  that  30- 
day  comment  period  was  iasufficient  to 
allow  opportunity  for  meaningful  public 
participation);  Phillips  Petroleum  Co., 
803  F.2d  at  559  (citing  cases  in  which 
coiuts  have  upheld  notice  periods  of  45 
days  or  less).) 

In  siun,  the  agency  believes  it 
provided  ample  addUtional  time  for 
comments — ^nearly  90  days  more  than  is 
provided  for  in  the  agency’s  own 
procediual  regulation.  Given  that  it 
received  over  95,000  distinct-sets  of 
comments,  the  agency  is  not  persuaded 
that  the  length  of  the  comment  period 
unfairly  hampered  the  quality  of  the 
public  debate  on  this  matter. 

E.  Conclusion 

Because  of  the  importance  of  the 
issues  involved  in  this  proceeding,  the 
agency  compiled  the  most  extensive 
administrative  record  in  support  of  a 
proposed  rulemaking  in  its  Mstory.  FDA 
employed  procedures  that  exceeded  all 
legal  requirements  in  giving  the  public 
a  reasonable  opportunity  to  participate 
in  this  matter. 


XEH.  Executive  Orders 

A.  Executive  Order  12606:  The  Family 

Executive  Order  12606  (E.0. 12606) 
directs  Federal  agencies  to  determine 
whether  policies  and  regulations  may 
have  a  significant  impact  on  family 
formation,  maintenance,  and  general 
well-being.  The  preamble  to  the  1995 
proposed  rule  stated  that  the  rule  would 
have  ‘‘no  potential  negative  impact  on 
family  formation,  maintenance,  and 
general  well-being.”  Specifically,  the 
Food  and  Drug  Administration  (FDA) 
said  that  the  rule  would  not  affect 
family  stability  or  marital  commitments, 
would  not  have  a  significant  impact  on 
family  earnings,  and  wovild  not  impede 
parentcd  authority  and  rights  in  the 
education,  nurture,  or  supervision  of 
children.  To  the  contrary,  the  preamble 
to  the  1995  proposed  rule  said  that  the 
rule  would  ‘‘help  the  significant 
majority  of  American  families  that  seek 
to  ^scourage  their  children  firom  using 
cigarettes  and  smokeless  tobacco” 
b^ause  ‘‘[t]he  pervasive  promotion  and 
easy  availability  of  these  products  *  *  * 
severely  hinder  the  individual  family 
firom  carrying  out  this  function  by  itself’ 
(60  FR  41314  at  41356). 

In  the  Federal  Register  of  August  11, 
1995,  the  preamble  to  the  proposed  rule 
(60  FR  41314)  (the  1995  proposed  rule) 
also  stated  that,  under  section  1(g)  of  the 
Executive  Order  (which  instructs 
agencies  to  ask  about  a  rule’s  “message” 
to  young  people  concerning  their 
behavior,  their  personal  responsibility, 
and  societal  norms),  the  rule  would 
“help  reduce  the  conflict  between  the 
anti-smoking  messages  issued  by 
Federal  and  State  authorities  and  the 
pro-tobacco  messages  seen  in 
advertising”  that  are  attractive  to 
children.  'This  would  enable  young 
people  “to  understand  how  prevalent 
tobacco  use  is  in  society  and  also 
appreciate  how  their  decisions 
regarding  cigarette  and  smokeless 
tobacco  use  can  affect  their  health”  (60 
FR  41314  at  41356). 

In  the  1995  proposed  rule.  FDA 
invited  comments  and  suggestions  on 
the  rule’s  effect  on  the  family. 

FDA  received  several  comments  that 
disagreed  with  FDA’s  analysis. 

(1)  One  comment  said  that  the  rule 
would  have  a  significant  economic 
effect  on  family  earnings  through 
increased  costs  (in  order  to  comply  with 
the  rule)  or  the  possible  loss  of  jobs. 
Another  comment  said  that  the  rule 
would  destroy  some  family  businesses, 
especially  those  dependent  on  vending 
machines  selling  cigarettes  or  on 


sponsorships  by  cigarette  or  smokeless 
tobacco  manufacturers. 

The  agency  disagrees  with  the 
comments.  IDA  reiterates  that  the  rule 
does  not  affect  sales  to  adults.  It  is 
narrowly  drawn  to  reduce  yoimg 
people’s  access  to  cigarettes  and 
smokeless  tobacco  and  to  reduce  the 
appeal  of  those  products  to  young 
people.  In  short,  the  rule  is  intended  to 
prevent  illegal  sales  to  young  people, 
and  the  agency  has  no  evidence  to 
suggest  that  a  significant  number  of 
families  depend  on  such  sales. 

FDA  also  notes  that  the  final  rule,  as 
amended,  permits  vending  machines  in 
facilities  t^t  are  inaccessible  to  yovmg 
people  and  also  permits  sponsorships 
under  certain  restrictions.  'These 
changes  to  the  rule  should  reduce  the 
potential  economic  impact  on  families 
dependent  on  vending  machine 
earnings  or  sponsorsMps  or  enable  them 
to  adjust  their  affairs  to  maintain  family 
earnings. 

(2)  Several  comments  said  that  the 
rule  interferes  with  parents’  ability  to 
raise  their  children,  but  did  not 
elaborate  on  how  the  rule  supposedly 
interfered  in  child-rearing. 

The  agency  disagrees  with  the 
comments.  'Die  rule  does  not  direct 
parents  to  educate  or  raise  their  children 
in  any  particular  manner  and,  insofar  as 
adults  are  concerned,  does  not  regulate 
the  use  of  cigarettes  or  smokeless 
tobacco  by  adults.  It  does  reduce  both 
their  access  and  appeal  to  young  people 
and,  as  a  result,  should  help  those 
parents  who  are  trying  to  prevent  their 
children  firom  becoming  regulu  users  of 
these  products.  Thus,  the  rule  does  not 
interfere  with  parental  authority  or  the 
manner  in  which  parents  educate, 
nurtvirc,  or  supervise  their  children. 

FDA,  therefore,  reiterates  that  the  rule 
does  not  have  a  negative  impact  on 
family  formation,  maintenance,  and 
general  well-being  and  is  consistent 
with  Executive  Order  12606. 

B.  Executive  Order  12612:  Federalism 

Executive  Order  12612  (E.0. 12612) 
requires  Federal  agencies  to  carefully 
examine  regulatory  actions  to  determine 
if  they  have  a  significant  impact  on  the 
States,  on  the  relationship  between  the 
States  and  the  Federal  government,  and 
on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  E.0. 12612  directs 
Federal  agencies  that  are  formulating 
and  implementing  policies  to  be  guided 
by  certain  federalism  principles,  such  as 
encouraging  a  “healthy  diversity  in  the 
public  policies  adopted  by  the  people  of 
the  several  States  according  to  their  own 
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conditions,  needs,  and  desires”  (section 
2  of  E.0. 12612). 

Although  §  897.42  of  the  1995 
proposed  rule  would  have  excluded 
from  preemption  under  section  521  of 
the  act  more  stringent  State  and  local 
requirements  that  do  not  conflict  with 
requirements  imposed  under  FDA’s 
final  rule,  FDA  has  deleted  §  897.42 
from  the  final  rule  because  of  significant 
concerns  with  regard  to  the  validity  of 
that  section’s  proposed  preemption 
exclusion.  See  discussion  in  section  X. 
of  this  document.  Thus,  imder  the 
express  provisions  of  section  521(a)  of 
the  act,  FDA  regulation  of  cigarettes  and 
smokeless  tobacco  as  nicotine-deUvery 
devices  will  result  in  preemption  of 
State  and  local  requirements  governing 
the  sale  and  distribution  of  cigarettes 
and  smokeless  tobacco  when  siich 
requirements  are  different  frum,  or  in 
addition  to,  the  requirements  imder 
FDA’s  final  rule. 

FDA  received  many  comments  on  the 
1995  proposed  rule  regarding  its 
possible  impact  on  State  and  local 
governments.  Most  comments  came 
from  individual  State  legislators  in  over 
15  States  (often  using  the  same  text  or 
paragraphs).  FDA  also  received 
conunents  from  United  States  Senators 
and  Representatives,  four  State 
governors,  three  lieutenant  governors,  as 
well  as  a  number  of  State  and  local 
health  departments,  substance  abuse 
programs,  and  law  enforcement 
agencies.  In  addition,  FDA  received 
comments  fiom  industry  trade 
associations  and  individual  retailers. 
After  careful  consideration  of  these 
conunents,  FDA  has  assessed  the  rule’s 
impact  on  the  States,  on  the  relationship 
between  the  States  and  the  Federal 
government,  and  on  the  distribution  of 
power  and  responsibilities  eunong  the 
various  levels  of  government.  As 
discussed  below  in  this  section,  the 
agency  concludes  that  the  preemptive 
effects  of  the  final  rule  are  consistent 
with  E.0. 12612. 

(3)  Many  comments,  including  several 
from  legislators,  expressed  opposition  to 
the  1995  proposed  rule  on  the  grounds 
that  the  rule  adversely  affected  State 
sovereignty  by  infiinging  on  States’ 
rights  to  regiilate  tobacco  products,  to 
protect  their  citizens,  and  to  regulate 
businesses  within  the  State.  Some 
comments  from  State  legislators 
criticized  the  rule,  interpreting  it  as  a 
statement  that  the  State  are  “unable  to 
care  for  {their]  own  children,”  while 
other  comments  said  that  legislators,  not 
FDA,  should  address  issues  affecting 
private  citizens  because  legislators  are 
elected  officials  who  can  be  held 


politically  accountable  by  their 
constituents. 

Some  comments  asserted  that  the 
1995  proposed  rule  would  prevent 
States  from  experimenting  with  or 
trying  different  local  approaches  to 
reduce  the  accessibility  and  appeal  of 
cigarettes  and  smokeless  tobacco 
products.  Some  of  these  comments 
argued  that  their  State  laws  were  either 
adequate  or  superior  to  the  1995 
proposed  rule,  citing,  for  example.  State 
vending  machine  restrictions.  State  laws 
prohibiting  distribution  of  tobacco 
products  to  minors,  and  State  proof-of- 
age  requirements.  Moreover,  some 
comments  argued  that  FDA  has  failed  to 
show  that  youth  access  to,  and  use  of, 
tobacco  products  is  a  national  (rather 
than  State)  concern  warranting  Federal 
action. 

In  contrast,  several  comments  from 
State  departments  of  health  and  State 
attorneys  general  noted  that  tobacco 
regulation  is  not  solely  a  State  issue. 
Moreover,  some  of  the  comments 
supported  the  rule  for  its  potential 
impact  on  public  health  and  on  illegal 
sales  of  tobacco  products  to  young 
people. 

FDA  recognizes  the  pioneering  and 
continuing  role  in  the  area  of  regulation 
of  youth  access  to  tobacco  products  that 
States  have  played,  particularly  certain 
active  tobacco-control  States.  Federal 
cooperation  with,  and  continued 
reliance  upon,  innovative  and 
aggressive  State  and  local  enforcement 
efforts  is  essential. 

As  explicitly  recognized  in  E.O. 

12612,  however.  Federal  action  limiting 
the  discretion  of  State  and  local 
governments  is  appropriate  “where 
constitutional  authority  for  the  action  is 
clear  and  certain  and  the  national 
activity  is  necessitated  by  the  presence 
of  a  problem  of  national  scope”  (section 
3(b)  of  E.0. 12612).  The  final  rule  meets 
both  of  these  conditions.  First,  the 
constitutional  authority  for  the  final  rule 
is  clearly  rooted  in  the  act  which  was 
enacted  by  Congress  under  the  authority 
of  the  Commerce  Clause  of  the 
Constitution,  art.  I,  section  8,  cl.  3. 
Second,  youth  access  to  cigarettes  and 
smokeless  tobacco  is  a  problem  of 
national  scope  that  necessitates  the 
provisions  established  by  the  final  rule. 

As  discussed  in  the  preamble  to  the 
1995  proposed  rule,  approximately  3 
million  children  under  the  age  of  18  are 
daily  smokers  (60  FR  41314  at  41317). 
Moreover,  every  day,  approximately 
another  3,000  young  people  become 
regular  smokers  [Id.).  Children  annually 
consiune  hundreds  of  millions  of 
cigarettes,  with  the  estimates  ranging 


from  516  million  to  947  million 
packages  [Id.).  Although  most  segments 
of  the  American  adult  population  have 
decreased  their  use  of  cigarettes, 
smoking  among  young  people  has 
recently  begun  to  rise  (60  FR  41314  at 
41315).  With  regard  to  smokeless 
tobacco,  similar  statistics  demonstrate 
the  extent  of  the  problem  in  this  area — 
an  estimated  1  million  adolescent  males 
use  smokeless  tobacco  (60  FR  41314). 
These  figures  clearly  demonstrate  a 
serious  problem  which  exists  at  a 
national  level.  The  health  effects 
associated  with  cigarettes  and  smokeless 
tobacco  are  well  established  and  have 
national  social  and  health  impUcations 
that  warrant  Federal  attention. 

As  discussed  in  section  X.  of  this 
document,  FDA  believes  the 
requirements  it  is  establishing  in  this 
final  rule  set  an  appropriate  floor  for 
regulation  of  youdi  access  to  tobacco 
products  but  do  not,  as  a  policy  matter, 
reflect  a  judgement  that  more  stringent 
State  or  local  requirements  are 
inappropriate.  Indeed,  State  and  local 
governments  may  apply  for  exemption 
from  preemption  under  section  521(b)  of 
the  act  with  regard  to  State  and  local 
requirements  governing  the  sale  and 
distribution  of  cigarettes  and  smokeless 
tobacco.  A  State  or  local  requirement 
'will  be  exempted  from  preemption 
imder  section  521(b)  of  the  act  if  the 
State  or  local  requirement:  meets  the 
exemption  requirements  established 
under  that  section,  and  is  consistent 
with  the  goals  in  the  final  rule.  The 
availability  of  exemptions  from 
preemption  established  under  section 
521(b)  of  the  act  enables  State  and  local 
governments  to  preserve  or  enact  more 
stringent  requirements  governing  the 
sale  and  distribution  of  cigarettes  and 
smokeless  tobacco. 

(4)  Several  comments  asserted  that 
States  should  be  free  to  decide  how  to 
allocate  their  resources,  including 
decisions  as  to  whether  any  resources 
should  be  spent  on  tobacco  control. 
Other  comments  expressed  concern  as 
to  the  rule’s  possible  impact  on  State 
resources,  explaining  that  States  lacked 
resources  to  enforce  the  rule  or 
predicting  that  FDA  would  lack 
sufficient  resources  to  enforce  the  nile 
and,  as  a  result,  would  have  States 
handle  enforcement  matters. 

FDA  believes  that  these  concerns  are 
unfounded.  First,  because  FDA  is 
responsible  for  enforcing  this  rule,  the 
rule  should  not  require  the  expenditure 
of  State  resources  for  its  enforcement. 
Second,  with  regard  to  State  tobacco 
control.  State  and  local  governments 
will  retain  flexibility  to  choose  the 
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appropriate  allocation  of  their  resources 
in  this  area  through  the  availability  of 
exemptions  from  preemption  vmder 
section  521(b)  of  die  act. 

(5)  Several  comments  also  expressed 
strong  concern  regarding  the  rule’s 
possible  impact  on  the  State  economies, 
particularly  with  respect  to  farmers, 
manufacturers,  distributors,  and 
retailers.  A  detailed  analysis  of  the 
rule’s  economic  impact  can  be  found  in 
section  XV.  of  this  document. 

Section  3(d)(3)  of  E.0. 12612  directs 
Federal  departments  and  agencies  to 
consult  with  appropriate  officieds  and 
organizations  representing  the  States  in 
developing  those  standards.  Similarly, 
section  4(d)  of  E.0. 12612  instructs 
Federal  departments  and  agencies  to 
consult,  to  the  extent  practicable,  with 
State  officials  and  organizations  when 
the  Federal  department  or  agency 
“foresees  the  possibility  of  a  conflict 
between  State  law  and  federally 
protected  interests  within  its  area  of 
regulatory  responsibility.’’  Moreover, 
section  4(e)  of  E.0. 12612  requires 
Federal  departments  and  agencies  to 
“provide  all  affected  States  notice  and 
an  opportunity  for  appropriate 
participation  in  the  proceedings’’  when 
the  Federfd  department  or  agency 
proposes  to  act  through  rulemaking  to 
preempt  State  law. 

The  proposed  rule  published  in  the 
Federal  Register  of  August  11, 1995, 
notified  States  and  local  governments  of 
the  Federal  interest  in  regulating  the 
sale  and  distribution  of  cigarettes  and 
smokeless  tobacco  in  order  to  protect 
children  and  adolescents.  FDA,  through 
the  comment  period  on  the  proposed 
rule,  gave  State  and  local  gov^nments 
notice  and  an  opportimity  to  participate 
in  the  rulemaldng  process,  as  required 
by  E.0. 12612.  This  final  rule,  as  well 
as  the  exemption  document,  which 
appears  elsewhere  in  this  issue  of  the 
Federal  Register,  provide  additional 
notice  to  State  and  local  governments. 
Further  opportimity  for  participation  is 
provided  by  the  availability  of 
exemptions  fium  preemption  set  forth  in 
section  521(b)  of  ffie  act. 

In  conclusion,  FDA  has  determined 
that  the  preemptive  effects  of  the  final 
rule  are  consistent  with  E.0. 12612. 

C.  Executive  Order  12630: 

Governmental  Actions  and  Interference 
with  Constitutionally  Protected  Property 
Rights 

Executive  Order  12630  (E.  0. 12630) 
directs  Federal  agencies  to  “be  sensitive 
to,  anticipate,  and  account  for,  the 
obhgations  imposed  by  the  Just 
Compensation  Clause  of  the  Fifth 


Amendment  in  planning  and  carrying 
out  govemmented  actions  so  they  do  not 
result  in  the  imposition  of  unanticipated 
or  imdue  additional  burdens  on  the 
public  fisc”  (Section  3(a)).  Section  3(c) 
of  the  order  states  that  actions  taken  to 
protect  the  public  health  and  safety 
“should  be  undertaken  only  in  response 
to  real  and  substantial  threats  to  public 
health  and  safety,  be  designed  to 
advance  significantly  the  health  and 
safety  purpose,  and  be  no  greater  than 
is  necessary  to  achieve  the  health  and 
safety  purpose.”  Additionally,  section 
4(d)  of  E.0. 12630  requires,  as  a 
prerequisite  to  any  proposed  action 
regulating  private  property  use  for  the 
protection  of  public  health  and  safety, 
each  agency  to:  (1)  Clearly  identify  the 
public  health  or  safety  risk  created  by 
the  private  property  use  that  is  the 
subject  of  the  proposed  action;  (2) 
establish  that  the  proposed  action 
substantially  advances  the  purpose  of 
protecting  the  public  health  and  safety 
against  the  identified  risk;  (3)  establish, 
to  the  extent  possible,  that  the 
restrictions  imposed  on  private  property 
are  not  disproportionate  to  the  extent  to 
which  the  use  contributes  to  the  overall 
risk;  and  (4)  estimate,  to  the  extent 
possible,  the  potential  cost  to  the 
Government  should  a  court  later 
determine  that  the  action  constitutes  a 
taking. 

The  agency,  in  the  preamble  to  the 
1995  propos^  rule,  considered  whether 
the  rule  would  result  in  a  “taking”  of 
private  property  and  concluded  that, 
while  some  requirements  might  affect 
private  property,  the  rule  did  not  result 
in  a  “taking”  of  that  property.  (See  60 
FR  41314  at  41357  tluough  41359.)  In 
brief,  the  preamble  to  the  1995  proposed 
rule  noted  that  the  proposal  would 
prohibit  the  use  of  a  nontobacco  product 
trade  name  on  a  tobacco  product, 
eliminate  vending  machines  and  self- 
service  displays,  restrict  outdoor 
advertising  from  being  placed  within 
1,000  feet  of  any  elementary  or 
secondary  school  or  playgroimd, 
prohibit  dl  brand  identifiable 
nontobacco  items  (such  as  hats  and  tee- 
shirts),  and  require  established  names 
and  a  Inrief  statement  on  labels,  labeling, 
and/or  advertising.  Sponsorship,  imder 
the  1995  proposed  rule,  would  be 
limited  to  the  corporate  name.  The 
•  preamble  to  the  1995  proposed  rule 
explained  that  the  rule  did  not  result  in 
a  “taking”  because  the  rule  would  not 
require  the  Government  to  physically 
invade  or  occupy  private  property  and 
would  not  deny  all  economically  viable 
uses  of  property.  For  example,  the 
preamble  to  the  1995  proposed  rule  also 


stated  that  some  items,  such  as  vending 
machines,  self-service  displays,  and 
nontobacco  items,  could  1^  adapted  to 
other  uses.  The  preamble  to  the  1995 
proposed  rule  also  foimd  that  the  rule 
substantially  advanced  the  purpose  of 
protecting  the  public  health  and  that  the 
restrictions  were  not  disproportionate  to 
the  extent  to  which  the  use  of  the 
private  property  contributed  to  the 
publicliealth  risk  (60  FR  41314  at  41357 
through  41359).  FDA  also  invited 
interested  persons  to  submit 
ioformation  to  enable  the  agency  to 
determine  the  potential  cost  to  the 
Government  if  a  court  found  that  the 
actions  described  in  the  1995  proposed 
rule  constituted  a  taking. 

The  final  rule,  as  amended,  prohibits 
the  use  of  a  trade  name  of  a  nontobacco 
item  for  any  tobacco  product,  restricts 
the  placement  of  vending  machines  and 
self-service  displays,  restricts  outdoor 
advertising  from  being  placed  within 
1,000  feet  of  any  elementary  or 
secondary  school  or  playgroimd, 
prohibits  all  brand  identifiable 
nontobacco  items,  such  as  hats  and  tee- 
shirts  and  requires  established  names  on 
labels,  labeling,  and/or  advertising,  and 
places  certain  restrictions  on 
sponsorship.  Thus,  the  final  rule,  in 
many  respects,  is  more  lenient  than  the 
1995  proposed  rule.  For  example,  the 
1995  proposed  rule  would  have 
eliminated  the  use  of  vending  machines; 
the  final  rule  permits  vending  machine 
sales  to  occur  in  locations  that  are 
inaccessible  to  young  people.  The  1995 
proposed  rule  would  have  eliminated 
medl-order  sales;  the  final  rule  permits 
such  sales  to  continue.  So,  given  that 
the  1995  proposed  rule  did  not  result  in 
a  “taking,”  the  final  rule,  being  more 
lenient  ffian  the  1995  proposed  rule, 
also  should  not  result  in  a  “taking.” 

Nevertheless,  FDA  received  several 
comments  asserting  that  the  rule  would 
effect  a  “taking”  of  private  property. 
Most  comments  did  not  assign  a  specific 
monetary  value  to  the  private  property 
which  they  felt  would  be  “taken”  or, 
instead,  gave  values  or  figures 
applicable  to  the  entire  industry  rather 
than  values  or  figures  that  would  apply 
to  the  market  (which,  in  this  case, 
would  be  sales  to  people  under  age  18) 
affected  by  the  rule. 

(6)  Several  comments,  particularly 
from  retailers,  cleiimed  that  the  1995 
proposed  rule’s  restrictions  on  self- 
service  displays  constituted  a  “taking.” 
A  few  comments  explained  that,  for  self- 
service  displays,  requiring  the  displays 
to  be  moved  behind  the  counter  would 
be  analogous  to  a  Government  requiring 
an  easement  on  real  property  and,  as  a 
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result,  wovild  violate  the  Fifth 
Amendment.  FDA  also  received  a  small 
number  of  comments  from  firms  that 
manufacture  displays;  these  firms 
argued  that  the  ride  would  essentially 
force  thmn  out  of  business  and  represent 
a  “taking”  of  the  business. 

FDA  disagrees  with  the  comments. 

The  final  rule,  as  amended,  permits  self- 
service  displays  (merchandisers  only)  in 
facilities  tlmt  are  totally  inaccessible  to 
young  people.  Thus,  in  those  facilities 
where  mei^andisers  will  be  permitted, 
the  rule  will  not  reqviire  the 
merchandisers  to  be  removed,  and  firms 
that  manufacture  merchandisers  will 
continue  to  have  a  market  for  their 
merchandisers. 

Retailers  might  be  able  to  avoid  or 
reduce  the  rule’s  impact  on  some 
merchandisers  if  those  merchandisers 
could  be  adapted  to  other  uses.  For 
example,  a  merchandiser  that  consisted 
of  bare  shelves  could  be  used  to  display 
products  other  them  cigarettes  and 
smokeless  tobacco.  Other  merchandisers 
could  be  moved  and.  as  a  result,  would 
retain  their  utility;  for  example,  a 
coimter  display  that  stands  near  a  cash 
register  covdd  be  moved  behind  the 
counter  and  still  be  used  for  cigarettes 
and  smokeless  tobacco. 

Additionally,  as  explained  in  greater 
detail  in  section  XI.  of  this  dociunent, 
reductions  in  personal  property’s  value, 
even  prohibitions  on  all  economically 
viable  uses,  and  financial  expenditures 
to  comply  with  a  regulatory  requirement 
do  not  necessarily  establish  a  taking. 

(7)  Several  comments  asserted  that  the 
rule  would  eliminate  the  use  of  vending 
machines.  In  the  preamble  to  the  1995 
proposed  rule,  FDA  cited  an  article  finm 
a  vending  machine  publication  to 
suggest  that  vending  machines  could  be 
converted  to  Sell  other  products  and  so, 
while  the  1995  proposed  rule  would 
prohibit  the  use  of  vending  machines  for 
cigarettes  and  smokeless  tobacco,  the 
ability  to  convert  a  vending  machine  to 
other  uses  reduced  the  likelihood  of  a 
“taking”  (60  FR  41314  at  41358). 
However,  FDA  received  several 
comments  explaining  that  some 
cigarette  vending  machines,  particularly 
older  models,  caimot  be  adapted  to 
other  uses  so  that  the  1995  proposed 
rule  would  destroy  the  value  of  those 
older  vending  machines. 

As  discussed  earUer  in  this  doemnent, 
the  final  rule  permits  vending  machines 
in  facilities  that  are  totally  inaccessible 
to  young  people.  While  this  may  limit 
the  number  of  places  where  vending 
machines  may  be  used,  may  exclude 
vending  machines  fixim  places  where 
they  were  used  most  profitably,  or,  for 


those  vending  machines  that  cannot  be 
moved,  may  compel  the  vending 
machine  owner  to  convert  the  machine 
to  other  uses,  if  possible,  the  final  rule’s 
restrictions  do  not  constitute  a  talcing. 
Reductions  in  personal  property’s  value, 
even  prohibitions  on  all  economically 
viable  uses,  and  financial  expenditures 
to  comply  with  a  regulatory  requirement 
do  not  necessarily  establish  a  taking. 

(8)  Several  comments  asserted  that  the 
rule  would  reduce  sales  or  tax  revenues, 
prompt  companies  to  terminate 
employees,  or  suspend  sponsorship  of 
events,  thereby  depriving  States  of 
revenues  associate  with  those 
sponsored  events  or  eliminating  the 
event  itself.  For  example,  one  State 
legislator  claimed  that  the  rule  would 
adversely  affect  automobile  racing 
events  in  the  State,  leading  to  a  loss  of 
8  million  dollars  in  revenue  and 
adversely  affecting  the  State’s  tourism 
department.  Another  State  legislator 
asserted  that  the  rule’s  sponsorship 
restrictions  would  end  rodeo  events  in 
the  State. 

FDA  disagrees  with  the  comments. 
While  the  rule’s  economic  impacts  may 
be  significant,  those  impacts  do  not 
necessarily  result  in  a  taking.  For 
example,  the  final  rule  does  not  require 
firms  to  terminate  employees  or  to  stop 
sponsoring  events.  In  fact,  the  final  rule 
expressly  permits  sponsorships  in  the 
corporate  name.  The  concerns  expressed 
by  the  comments  are  also  speculative 
emd,  to  the  extent  that  they  do  occur, 
would  result  from  decisions  made  by 
third  parties  rather  than  by  FDA.  The 
Fifth  Amendment  requires  just 
compensation  for  a  governmental  taking 
of  private  property;  it  does  not  require 
compensation  for  the  consequential 
damages  resulting  finm  the  exercise  of 
a  lawful  Government  regulation  on  that 
property. 

Indeed,  as  noted  in  the  preamble  to 
the  1995  proposed  rule,  courts  have 
generally  required  either  a  physical 
invasion  of  the  property  or  a  denial  of 
all  economically  beneficial  or 
productive  use  of  the  property  and 
examined  the  degree  to  which  the 
governmental  action  serves  the  public 
good,  the  economic  impact  of  that 
action,  and  whether  the  action  has 
interfered  with  “reasonable  investment- 
backed  expectations”  (60  FR  41314  at 
41357  through  41358).  The  preamble  to 
the  1995  proposed  rule  not^  that 
deprivation  of  the  most  beneficial  use  of 
property  does  not  constitute  a  taldng 
and  that  Government  regulation  often 
involves  adjustment  of  rights  for  the 
public  good.  If  every  Government 
regulation  resulted  in  a  taking,  then  the 


Government  would  be  efiectively 
reqriired  to  “regulate  by  purchase”  (60 
FR  41314  at  41358  (citing  Andrus  v. 
Allard,  444  U.S.  51, 65  (1979)).  Here,  the 
agency  is  not  directing  retailers  to 
terminate  staff,  taldng  revenue 
belonging  to  retailers,  or  ending 
sponsored  events.  It  is  only  issuing 
regulations  to  reduce  illegal  cigarette 
and  smokeless  tobacco  to  yovmg  people 
and  the  appeal  of  such  products  to 
young  people.  Retailers  would  still 
receive  revenues  firom  legal  sales  to 
adults;  sponsorships  in  the  corporate 
name  could  occur. 

Other  cases  support  the  notion  that 
lawful  regulatory  action  does  not 
constitute  a  taking  merely  because  the 
Government  action  diminishea  the  value 
of  private  property,  reduces  profits,  or 
prevents  the  most  beneficial  use  of 
property  (see  Carlin  Communications, 
Inc.  V.  Federal  Coimnunications 
Comm’n,  837  F.2d  546,  557-558  n.  5  (2d 
Cir.),  cert,  denied,  488  U.S.  924  (1988) 
(FCC  regulation  of  “diid-a-pom” 
services  to  protect  minors  did  not 
constitute  a  taking);  Galloway  Farms, 

Inc.  V.  United  States,  834  F.2d  998  (Fed. 
Cir.  1987)  (trade  embargo,  while  closing 
off  certain  markets,  did  not  eliminate  all 
economic  value  so  no  taking  ocevurred); 
Minnesota  Ass’n  of  Health  Care 
Facilities,  Inc.  v.  Minnesota  Dep’t  of 
Public  Welfare,  742  F.2d  442, 446  (8th 
Cir.  1984),  cert,  denied,  469  U.S.  1215 
(1985)  (niirsing  home’s  decision  to 
participate  in  Medicaid  program  was 
volvmtary  and  so  a  statute  pertaining  to 
Medicaid  rates  did  not  constitute  a 
taking);  Carruth  v.  United  States,  627 
F.2d  1068, 1081  (Ct.  Q.  1980) 

(regulation  affecting  contaminated 
peanuts,  while  reducing  their  value,  did 
not  constitute  a  taking);  Warner-Lambert 
Co.  V.  Federal  Trade  Comm’n,  562  F.2d 
749,  759  n.  45  (DXl.  Cir.  1977),  cert, 
denied,  435  U.S.  950  (1978)  (FTC  order 
requiring  corrective  advertising  did  not 
constitute  a  taking)). 

Furthermore,  coiuls  have  generally 
declined  to  require  compensation  for 
the  loss  of  contracts  that  could  not  be 
completed  following  the  enactment  of  a 
new  statute  or  regulation  or  action  by 
the  Government  and  have  not  required 
compensation  for  the  loss  of  future  or 
anticipated  profits.  In  Omnia 
Commercial  Co.  v.  United  States,  261 
U.S.  502  (1923),  the  Supreme  Court  had 
to  decide  whether  the  Government’s 
acquisition  of  a  steel  company’s  entire 
production  of  steel  plate  constituted  a 
taking  of  a  firm’s  contract  for  a  large 
quantity  of  steel  plate  from  the  same 
steel  company,  "nie  Court  wrote  that, 
“There  are  many  laws  £ind  governmental 
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operations  which  injviriously  affect  the 
value  of  or  destroy  property — for 
example,  restrictions  upon  the  height  or 
character  of  buildings,  destruction  of 
diseased  cattle,  trees,  etc.,  to  prevent 
contagion — but  for  which  no  remedy  is 
afforded.  Contracts  in  this  respect  do 
not  differ  from  other  kinds  of  property” 
[Id.  at  pp.  508  through  509).  Tlie  Court 
reviewed  earlier  decisions  and  stated 
that; 

The  conclusion  to  be  drawn  *  *  *  is,  that 
for  consequential  loss  or  injury  resulting 
from  lawful  governmental  action,  the  law 
affords  no  remedy.  The  character  of  the 
power  exercised  is  not  material.  *  *  *  If, 
imder  any  power,  a  coatract  or  other  property 
is  taken  for  public  use.  the  Government  is 
liable:  but,  if  injured  or  destroyed  by  lawful 
action,  without  a  taking,  the  Govermnent  is 
not  liable. 

[Id.  at  p.  510) 

The  Court  held  that  while  the 
Government  took  the  steel,  it  did  not 
take  the  contract  itself  and  that 
“(flrustration  and  appropriation  are 
essentially  different  things”  [Id.  at  p. 
513).  (See  also  Louisville  6-  Nashville 
R.R.  Co.  V.  Mottley,  219  U.S.  467,  484 
(1911);  NL  Industries,  Inc.  v.  United 
States,  839  F.2d  1578, 1579  (Fed.  Cir.), 
cert,  denied,  488  U.S.  820  (1988) 
(“frustration  of  a  business  by  loss  of  a 
customer  was  not  a  taking”);  Carruth, 
627  F.2d  at  1081  (“[I]n  cases  where 
there  has  been  no  direct  appropriation 
of  property  by  governmental  agencies, 
consequential  damages  resulting  from 
the  exercise  of  lawful  regulations  are  not 
compensable  takings  within  the 
purview  of  the  Fifth  Amendment”).) 

Thus,  FDA  disagrees  with  the 
comments  suggesting  that  the  rule  will 
result  in  a  taking  of  jobs  or  future, 
revenues  associated  with  sponsored 
events. 

(9)  Several  comments  S€ud  that  the 
1995  proposed  rule’s  restrictions  on  the 
use  of  trade  names  constitute  a  taking  of 
trade  names  or  the  goodwill  associated 
with  a  tradename  or  asserted  that  one 
has  a  “right”  to  use  a  brand  name  in  any 
manner. 

As  discussed  in  section  XI.  of  this 
dociunent,  the  agency  disagrees  that  any 
provision  in  this  rule  effects  a  taking  of 
trademarks  and  goodwill. 

XIV.  Environmental  Impact 

In  the  Federal  Register  of  August  11, 
1995  (60  FR  41314),  the  preamble  to  the 
proposed  rule  stated  that  FDA  had 
determined  under  §  25.24(a)(8),  (a)(ll), 
and  (e)(6)  that  the  proposed  action  was 
of  a  type  that  does  not  individually  or 
ounulatively  have  a  significemt  impact 
on  the  human  environment.  No  new 
information  or  comments  have  been 


received  that  would  affect  the  agency’s 
previous  determination  that  this  action 
has  no  significant  impact  on  the  human 
environment,  and  that  neither  an 
environmental  assessment  nor  an 
environmental  impact  statement  is 
required. 

XV.  Analjrsis  of  Impacts 
A.  Introduction  and  Summary 

The  Food  and  Drug  Administration 
(FDA)  has  examined  the  impacts  of  the 
final  rule  imder  Executive  Order  12866, 
under  the  Regulatory  Flexibility  Act  (5 
U.S.C.  601-612),  and  under  the 
Unfunded  Mandates  Reform  Act  of  1995 
(Pub.  L.  104-4).  Executive  Order  12866 
directs  agencies  to  assess  all  costs  and 
benefits  of  available  regulatory 
alternatives  and,  when  regulation  is 
necessary,  to  select  regulatory 
approaches  that  maximize  net  benefits 
(including  potential  economic, 
environmental,  public  health  and  safety, 
and  other  advantages;  and  distributive 
impacts  and  equity).  If  a  rule  has  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities,  the 
Regulatory  Flexibility  Act  requires 
agencies  to  analyze  regulatory  options 
that  would  minimize  any  significant 
impact  of  such  rule  on  small  entities. 
Section  202  of  the  Unfunded  Mandates 
Reform  Act  requires  that  agencies 
prepare  an  assessment  of  anticipated 
costs  and  benefits  before  proposing  any 
rule  that  may  result  in  an  expenditure 
by  State,  local  and  tribal  governments, 
in  the  aggregate,  or  by  the  private  sector, 
of  $100,000,000  (adjusted  emnually  for 
inflation)  in  any  year.  Section  205  of  the 
Unfunded  Mandates  Reform  Act  also 
requires  that  the  agency  identify  and 
consider  a  reasonable  number  of 
regulatory  alternatives  and  fr*om  those 
alternatives  select  the  least  costly,  most 
cost-effective,  or  least  burdensome 
alternative  that  achieves  the  objective  of 
the  rule.  The  following  emalysis,  in 
conjunction  with  the  remainder  of  this 
preamble,  demonstrates  that  this  rule  is 
consistent  with  the  principles  set  forth 
in  the  Executive  Order  and  in  these  two 
statutes. 

FDA  published  its  preliminary 
economic  analysis  in  the  preamble  to  its 
1995  proposed  regulation.  In  response, 
the  agency  received  thousands  of 
comments  raising  economic  issues  or 
concerns.  Representatives  of  affected 
industry  sectors  emphasized  burdens  in 
excess  of  those  estimated  in  the 
preliminary  economic  analysis.  Other 
comments  stressed  the  considerable 
economic  value  of  the  expected  public 
health  benefits.  Although  few  comments 
provided  quantifiable  data  on  projected 


economic  impacts,  whether  benefits  or 
burdens,  a  report  prepared  by  the 
Barents  Group  emd  presented  as  Volume 
11  of  the  Tobacco  Institute  submission 
provided  a  comprehensive  critique  of 
the  methodology,  assumptions,  and  cost 
estimates  presented  in  FDA’s 
preliminary  economic  analysis  and 
developed  alternative  estimates  of 
regulatory  costs.  Other  comments 
addressed  selected  economic  issues. 

FDA  carefully  examined  and  evaluated 
the  reasoning  and  data  presented  in 
these  comments,  accepted  those  that 
were  persuasive,  and  presents  this 
revised  analysis  of  the  final  rule. 

In  its  preliminary  analysis,  FDA  based 
the  benefits  of  the  1995  proposed  rule 
on  a  finding  that  compliance  could  help 
to  achieve  the  Department’s  “Healthy 
People  2000”  goal  of  reducing  underage 
tobacco  use  by  one-half.  Comments 
received  in  response  to  the  proposal  . 
have  reinforced  the  agency’s  conviction 
that  this  goal  can  be  realized,  although 
it  will  require  the  active  support  and 
participation  of  State  and  lo^ 
governments  and  civic  and  community 
organizations,  as  well  as  manufacturers 
and  retail  dispensers  of  tobacco 
products.  In  the  Federal  Register  of 
January  19, 1996  (61  FR  1492),  the 
Substance  Abuse  and  Mental  Health 
Services  Administration  (SAMIiSA) 
issued  a  regulation  governing  a  program 
of  State-operated  enforcement  activities 
to  restrict  the  sale  or  distribution  of 
tobacco  products  to  individuals  under 
the  age  of  18.  SAMHSA  predicted  that 
its  rule  would  cut  the  rate  of  imderage 
tobacco  consumption  by  between  one- 
tenth  and  one-third.  FDA  can  not 
separately  quantify  the  incremental 
benefits  of  the  respective  agency 
programs,  due  to  ^e  substantial 
interdependencies  and  uncertainties 
regarding  future  compliance  with  these 
rules;  but  finds  that  its  final  rule  and  the 
SAMHSA  regulation  are  fully 
complementary  and.  working  together, 
will  produce  results  that  would  more 
than  equal  the  sum  of  their  independent 
efforts. 

Each  year,  an  estimated  1  million 
adolescents  under  the  age  of  18  begin  to 
smoke  cigarettes.  The  Centers  for 
Disease  Control  and  Prevention  (CDC) 
estimate  that  approximately  one  in  three 
of  these  adolescents  will  die  of  smoking- 
related  diseases,  and  FDA  has 
concluded  that  this  projection  provides 
the  best  estimate  of  the  excess  fatality 
rate.  FDA  finds  that  even  overly 
conservative  projections  indicate  that 
achieving  the  “Healthy  People  2000” 
goal  of  reducing  underage  tobacco  use 
by  one-half  would  prevent  well  over 
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I  - 

I  60,000  early  deaths,  gaining  over 
I  900,000  future  life-years  for  each  year’s 
I  cohort  of  teenagers  who  would 
I  otherwise  begin  to  smoke.  The  monetary 
value  of  these  health  benefits  (at  a  3 
percent  discount  rale)  is  estimated  to 
total  $28  to  $43  billion  per  year  and 
includes  $2.6  billion  in  medical  cost 
savings,  $900  milUon  in  productivity 
gains  from  reduced  morbidity,  and 
$24.6  to  $39.7  billion  per  year  in 


willingness-to-pay  values  for  averting 
premature  fatalities.  (Because  of  the 
long  periods  involved,  a  7  percent 
discount  rate  reduces  the  total  benefits, 
to  about  $9.2  to  $10.4  billion  per  year). 
If  the  agency’s  goal  were  exceeded, 
these  benefits  would  be  even  larger. 
Moreover,  if  even  a  fraction  of  the  goal 
were  achieved,  the  benefits  would 
substantially  outweigh  the  costs  of  the 
rule.  As  shown  in  Table  Ic,  halting  the 


onset  of  smoldng  for  only  1/20  of  the  1 
million  adolescents  who  become  new 
smokers  each  year  would  provide 
annual  benefits  valued  at  from  $2.8  to 
$4.3  billion  a  year.  In  addition,  although 
FDA  has  not  quantified  the  benefits  of 
reducing  the  niimber  of  serious  illnesses 
attributable  to  the  use  of  smokeless 
tobacco  by  yovmgsters  under  the  age  of 
18,  the  agency  is  convinced  that  these 
benefits  also  will  be  substantial. 


TABLE  1c.— ANNUAL  ILLNESS-RELATED  BENEFITS  OF  ALTERNATIVE  EFFECTIVENESS  RATES 
(UNDISCOUNTED  LIVES  AND  LIFE-YEARS;  3%  DISCOUNT  RATE  FOR  MONETARY  VALUES)* 


im 

Fewer  Teen¬ 
agers  who 
wiil  Smoke 
as  Adults^ 
(No.) 

Smoking  Re¬ 
lated  Deaths 
Averted  (No.) 

Life-Years 
Saved  (No.) 

Medical 

Savings 

($bils.) 

Morbidity-Re¬ 
lated  Produc¬ 
tivity  Savings 
(Sbils.) 

Mortality-Related  Win- 
ingness-to-Pay 

Total  Benefits 

Low 

(Sbils.) 

High  • 
(Sbils.) 

Life-Yrs. 

Saved 

(Sbils.) 

Deaths 

Averted 

(Sbils.) 

1/22 

250,000 

60,200 

905,300 

2.6 

24.6 

39.7 

28.1 

43.2 

1/3 

167,000 

40,100 

603,600 

1.8 

16.4 

26.4 

18.7 

28.8 

1/5 

100,000 

24,100 

362,100 

1.1 

0.4 

9.8 

15.9 

11.2 

17.3 

1/10 

50,000 

12,000 

181,100 

0.5 

0.2 

4.9 

7.9 

5.6 

8.6 

1/20 

25,000 

6,000 

90,500 

0.3 

0.1 

2.5 

4.0 

2.8 

4.3 

'  Totals  may  not  add  due  to  rounding. 

2  Estimate  used  in  analysis. 

3 /Assumes  50%  of  adolescents  who  are  deterred  from  smoking  continue  to  refrain  as  ackilts. 


In  its  evaluation  of  the  economic 
impact  on  industry,  FDA  also  includes 
those  costs  that  might  be  attributable  to 
the  SAMHSA  program,  as  the  rules  of 
both  agencies  work  collectively  to 
reduce  youth  access  to  tobacco 
products.  As  a  resvilt,  the  overall 
estimated  compliance  costs  of  the  rules 
range  fium  $174  million  to  $187  million 
in  one-time  costs  and  from  $149  million 
to  $185  milhon  in  annual  operating 


costs  (see  Table  2).  Manufacturers  of 
tobacco  products  will  incur  one-time 
costs  ranging  from  $78  miUion  to  $91 
million,  primarily  for  removing 
prohibited  point-of-sale  promotional 
items  and  self-service  displays,  ^d  for 
changing  package  labels.  As  the 
responsibility  for  removing  the 
prohibited  point-of-sale  promotional 
and  display  items  resides  with  the 
owner,  manufactiuers  and  retailers  may 


ultimately  share  the  costs  of  removal 
and  replacement.  FDA’s  cost  estimates 
assume  that  manufacturers  will  pay  for 
most  removal  and  installation  activities 
and  retailers  will  pay  for  most 
replacement  items.  (If,  in  fact,  retailers 
{issume  most  removal  responsibilities, 
the  estimated  manufacturer  costs  fall  by 
about  $47  million). 
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TABLE  2.— COSTS  OF  FDA  AND  SAMHSA  REGULATIONS  ($  mils.)» 


Requiremer^  By  Sector 

One-Time  Costs 

Annual  Operating  Costs 

Tobacco  Manufacturers 

78-01 

2 

Point-of-Sale  Advertising 

30 

Self-Service  Ban 

40 

Label  Changes 

4-17 

Paperwork  Requirements  * 

1.2 

Trairting 

1.5 

0.2 

Readership  Surveys 

2 

1 

Retail  Establishments 

96 

78 

Training 

34 

20 

I.D.  Checks 

43 

Self-Service  Ban 

57 

11 

Point-of-Sale  Advertisirrg 

5 

Vendtog  Machines 

3.5 

Consumers 

41-50 

I.D.  Checks 

41-50 

Government 

28-65 

States  (SAMHSA) 

25-50 

FDA 

3-5 

TOTAL 

174-187 

149-185 

'  Assumes  manufacturers  remove  prohtMted  retail  display.  If  retailers  bear  full  burden,  manufacturer  one-time  costs  fail  by  about  $47  million 
and  retailer  one-time  costs  rise  by  about  $17  million.  Ac^rtising  restrictions  are  considered  under  distributional  effects.  Excludes  costs  of  short¬ 
term  resource  dislocation  arxl  educational  programs. 


Retail  establishments  will  incm  an 
estimated  $96  million  in  one-time  costs. 
About  $57  million  of  these  costs  are  due 
to  the  self-service  restriction,  primarily 
for  replacing  display  cases  and  other 
functional  promotional  items.  (If 
retailers  rather  than  manufactmrers 
remove  the  prohibited  point-of-sale 
advertising  and  display  items,  the 
estimated  retailer  costs  rise  by  about  $17 
million).  The  retail  sector  will  also  incur 
about  $78  million  in  annual  costs.  In 
addition  to  new  labor  costs  attributable 
to  the  self-service  restrictions,  both  the 
FDA  and  SAMHSA  rules  impose  costs 
for  training  employees  to  verify 
customer  ages,  for  routinely  checking 
LD.’s  of  yovmg  purchasers,  and  for 
foregoing  profits  due  to  reduced 
vending  machine  sales.  Consumers  will 
bear  costs  of  up  to  $50  million  annually 
for  incv .  ‘  g  some  delay  in  checkout 
lines.  Finally,  enforcement  of  these 
rules  may  cost  the  FDA  fiom  $3  million 
to  $5  million  per  year  and  State 
governments  from  $25  million  to  $50 
million  per  year  for  administering 
various  SAMHSA  enforcement 
programs. 

FDA  could  not,  however,  quantify 
every  regulatory  cost.  For  example,  the 
agency  may  require  certain  tobacco 
manufactmors  to  broadcast  educational 
messages  under  the  agency’s 
notification  process.  Cost  estimates  for 
these  activities  will  be  developed  in 
parallel  with  the  program  elements.  In 


addition,  a  number  of  commercial 
sectors  will  experience  costs  for  short¬ 
term  dislocations  of  cmrent  business 
activities.  Neither  FDA  nor  any  of  the 
industry  comments  on  the  agency’s 
proposal  projected  the  magnitude  of 
these  cftsts,  but  they  would  be  mihgated 
for  those  businesses  that  anticipate  the 
adjustments  in  long-term  business 
plans. 

In  addition  to  the  costs  describe«i 
previously,  the  rule  will  create 
significant  distributional  and 
transitional  effects.  Some  industry 
comments  asserted  that  FDA  had 
neglected  the  cost  of  lost  sales  revenues 
in  its  preliminary  economic  analysis 
and  one  industry  study  estimated  these 
"Illustrative  Costs’’  at  fiom  $1.3  billion 
to  $3.3  billion  per  year.  In  fact,  FDA  had 
considered  these  sector-specific  revenue 
reductions,  but  described  the  impacts  as 
distributional  effects,  rather  than  as  net 
societal  costs.  For  example,  any  lost 
sales  experienced  by  suppliers  of 
advertising  were  considered 
distributional  impacts,  because  dollars 
not  spent  on  advertising  will  not  be  lost 
to  the  U.S.  economy,  but  will  be  spent 
on  other  goods  and  services.  As 
acknowledged  by  the  authors  of  one  of 
the  economic  impact  analyses 
commissioned  by  the  tobacco 
manufacturing  industry: 

*  *  *  when  tobacco  piquet 
manufactvurers  decrease  their  advertising 
expenditures,  the  money  not  spent  translates 
into  increased  profits  for  the  industry.  The 


increased  profits  ultimately  end  up  in  the 
hands  of  the  companies*  owners 
(shareholders)  either  as  direct  payouts  or  as 
investments  on  their  behalf  in  other  lines  of 
business.  In  general,  these  profits  are 
ultimately  recycled  into  increased 
consumption  and  investment  by  tbe  owners 
of  the  companies. 

Similarly,  the  anticipated  slow  but 
persistent  decline  in  tobacco  product 
sales  revenues  are  not  societal  costs, 
because  the  dollars  not  spent  on 
tobacco-related  items  will  be  spent  on 
other  goods  or  services. 

Nevertheless,  FDA  is  aware  that  many 
tobacco-related  industry  sectors  will  be 
adversely  affected  by  this  rule.  Tobacco 
manufacturers  and  suppliers  will  face 
increasingly  smaller  sales,  because 
reduced  tobacco  consumption  by  youth 
will  lead,  over  time,  to  reduced  tobacco 
consumption  by  adults.  The  impact  of 
this  trend  on  industry  revenues, 
however,  will  be  extremely  gradual, 
requiring  over  a  decade  to  reach  an 
annual  decrease  of  even  4  percent.  Also, 
if  State  and  Federal  excise  tax  rates  on 
tobacco  products  remain  at  cmrent 
levels,  t60c  revenues  would  decrease 
slowly  over  time,  falling  by  about  $231 
million  and  $196  million,  respectively, 
by  the  10th  year  following  compliance 
with  the  regulation. 

Tobacco  manufactmers  spent  $6.2 
billion  on  advertising,  promotional,  and 
marketing  programs  in  1993,  and  about 
30  percent  may  be  substantially  altered 
to  reflect  the  various  “text  only’’ 
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restrictions  or  other  prohibitions.  If 
tobacco  companies  choose  to  reduce 
advertising  and  promotional  activities 
due  to  the  FDA  restrictions,  the  sectors 
affected  would  include  advertising 
agencies  and  commimications  me^a, 
owners  of  retail  and  outdoor  advertising 
space,  and  recipients  of  corporate 
brand-name  sponsorships  (especially 
auto  racing).  These  businesses  would 
need  to  attract  new  revenues  to 
maintain  current  levels  of  profitability. 
Similarly,  vending  machine  operators 
will  need  to  find  substitute  products  to 
replace  up  to  3  percent  of  their  sales 
revenues. 

In  summary,  FDA  finds  that 
compliance  with  this  rule  will  bring 
significant  health  benefits  to  the  U.S. 
population.  The  rule  will  also  exact 
long-term  revenue  losses  on  the  tobacco 
industry  and  short-term  costs  on  various 
affiliate  industry  sectors.  With  regard 
to  small  businesses,  many  near-term 
impacts  will  be  small  or  transitory,  but 
some  business  will  be  adversely 
affected.  For  a  small  retail  convenience 
store  not  currently  complying  with  this 
rule,  the  additional  first  year  costs  could 
average  $400.  For  those  convenience 
stores  that  already  check  customer 
identification,  these  costs  average  $137, 
largely  to  relocate  tobacco  product 
displays.  Moreover,  the  rule  will  not 
produce  significant  economic  problems 
at  the  national  level,  as  the  long-term 
displacement  within  tobacco-related 
sectors  will  be  offset  by  increased 
output  in  other  areas.  Thus,  imder  the 
Unfunded  Mandates  Act,  FDA 
concludes  that  the  substantial  benefits 
of  this  regulation  will  greatly  exceed  the 
compliance  costs  that  it  imposes  on  the 
U.S.  economy.  In  addition,  the  agency 
has  considered  other  alternatives  and 
determined  that  the  current  rule  is  the 
least  burdensome  and  most  ccst- 
efiective  alternative  that  would  meet  the 
objectives  of  this  rule. 

B.  Statement  of  Need  for  Action 

The  need  for  action  stems  fix}m  the 
agency’s  determination  to  ameliorate  the 
enormous  toll  on  the  public  health  that 
is  directly  attributable  to  the 
consumption  by  adolescents  of 
cigarettes  and  smokeless  tobacco. 
According  to  the  nation’s  most 
knowledgeable  health  experts,  tobacco 
use  is  the  most  important  preventable 
cause  of  morbidity  and  premature 
mortality  in  the  United  States, 
accounting  each  year  for  over  400,000 
deaths  (approximately  20  percent  of  all 
deaths).  Moreover,  these  morbidity  and 
mortality  biudens  do  not  spare  middle 
aged  adults — ^with  the  average  smoking- 


related  death  responsible  for  the  loss  of 
up  to  15  life-years.  2“ 

In  its  gviidelines  for  the  preparation  of 
Economic  Impact  Analyses,  OMB  asks 
that  Federal  regulatory  agencies 
determine  whether  a  market  failure 
exists  and  if  so,  whether  that  market 
failure  could  be  resolved  by  measures 
other  than  Federal  regulation.  The  basis 
for  this  request  derives  firom  standard 
economic  welfare  theory,  which  by 
assuming  that  each  individual  is  the 
best  judge  of  his/her  own  welfare, 
concludes  that  perfectly  competitive 
private  markets  provide  the  most 
efficient  use  of  societal  resources. 
Accordingly,  the  lack  of  perfectly 
competitive  private  markets  (market 
failure)  is  frequently  used  to  justify  the 
need  for  Government  intervention. 
Common  causes  of  such  market  failures 
include  monopoly  power,  inadequate 
information,  and  market  externalities  or 
spillover  effects. 

While  FDA  agrees  that  various 
elements  of  market  failiire  are  relevant 
to  the  problem  of  teenage  use  and 
tobacco  addiction,  the  agency  also 
believes  that  this  regulatory  action 
would  be  justified  even  in  the  absence 
of  a  traditional  market  failure.  As  noted 
previously,  the  implications  of  the 
market  failure  logic  are  rooted  in  a  basic 
premise  of  the  standard  economic 
welfare  model — ^that  each  individual  is 
the  best  judge  of  his/her  own  welfare. 
FDA,  however,  is  convinced  that  this 
principle  does  not  apply  to  children  and 
adolescents.  Even  steadfast  defenders  of 
individual  choice  acknowledge  the 
difficulty  of  applying  the  “market 
failure’’  criterion  to  non  adults. 
Littlechild,  for  example,  adds  a  footnote 
to  the  title  of  his  chapter  on  “Smoking 
and  Market  Failure’’  to  note  that 
“[t]he  economic  analysis  of  market 
failiire  deals  with  choice  by  adults.’’ 
Although  both  Beales  and  Viscusi 
find  that  yoimg  persons  balance  risks 
and  rewards  in  making  decisions  on 
whether  or  not  to  smoke,  Viscusi 
explains  that: 

[nlevertheless,  there  are  some  classes  of 
choices  that  have  major  consequences,  and 
for  that  reason  society  may  wish  to  reserve 
the  privilege  of  making  these  choices  imtil  a 


^  Statement  of  Clyde  Behney  and  Maria  Hewitt 
on  Smoking-Related  Deaths  and  Financial  Costs: 
Office  of  Technology  Assessment  Estimates  for  1990 
Before  the  Senate  Finance  Committee,  pp.  1-2, 

April  28. 1994. 

zss  Littlechild,  S.  C.,  “Smoking  and  Market 
Failure,”  in  “Smoking  and  Society:  Toward  a  More 
Balanced  Assessment,”  edited  by  R.  D.  Tollison, 
Lexington  Books,  p.  271, 1986. 

270  Beales  m, ).  Howard,  "Advertising  and  the 
Determinants  of  Teenage  Smoking  Behavior,”  p.  44, 
1993. 


particular  age  is  reached.  These  limits 
should,  however,  be  set  according  to  the  age 
at  which  individuals  are  believed  to  be 
capable  of  making  reasonable  long-term 
decisions  regarding  their  welfare,  rather  than 
some  arbitrary  date  independent  of  the 
choice  context.  The  emerging  consensus  of 
smoking  restriction  policies  has  focused  age 
18  as  the  minimiun  age  for  the  purchase  of 
cigarettes. 

FDA  concludes,  therefore,  that  even  if 
some  children  do  make  rational  choices, 
the  agency’s  regulatory  determinations 
must  reflect  the  societal  conviction  that 
children  under  the  age  of  legal  consent 
cannot  be  assumed  to  act  in  their  own 
best  interest.  2^2 

In  particular,  FDA  finds  that  the 
pervasiveness  and  imagery  used  in 
industry  advertising  and  promotional 
programs  often  obscure  adolescent 
perceptions  of  the  significance  of  the 
associated  health  rislu  and  the  strength 
of  the  addictive  power  of  tobacco 
products.  Section  VI.  of  this  document 
describes  numerous  studies  on  the 
shortcomings  of  the  risk  perceptions 
held  by  children.  Health  economist 
Victor  R.  Fuchs  describes  the  typical 
sequence: 

There  is  considerable  evidence  that  the 
[time  discoimt]  rate  falls  as  children  mature. 
Infants  and  young  children  tend  to  live  very 
much  for  the  present;  the  prospect  of 
something  only  a  week  in  the  fuhire  usually 
has  little  influence  over  their  behavior.  As 
children  get  older  their  time  horizons 
lengthen,  but  once  adult  status  is  reached 
there  seems  to  be  little  correlation  between 
time  discount  and  age.  2^3 
Thus,  although  most  youngsters 
acknowledge  the  existence  of  tobacco- 
related  health  risks,  the  agency  finds 
that  the  abridged  time  horizons  of  youth 
make  them  exceptionally  vulnerable  to 
the  powerful  imagery  advanced  through 
targeted  industry  advertising  and 
promotional  campaigns.  In  effect,  these 
conditions  constitute  an  implicit  market 
failure  not  adequately  remedied  by 
existing  government  action. 

Moreover,  the  agency  does  not  view 
these  results  as  inconsistent  with  the 
growing  economic  literature  based  on 
the  Becker  emd  Murphy  models  of 
“rational  addiction.’’  224  Although 
several  empirical  studies  have 


271  Viscusi,  W.  K.,  “Smoking;  Making  the  Risky 
Decision,”  Oxford  University  Press,  New  York,  p. 
149, 1992. 

272  Goodin,  R.  E.,  “No  Smoking:  The  Ethical 
Issues,”  University  of  Chicago  Press,  pp.  30-32, 
1989. 

273  Fuchs,  V.  R.,  “How  We  Live,”  Harvard 
University  Press,  Cambridge,  MA,  pp.  228-229, 
1983.-t- 

Becker,  G.  S.,  and  K.  M.  Murphy,  “A  Theory 
of  Rational  Addiction,”  Journal  of  Political 
Economy,  vol.  96,  No.  4,  pp.  675-700, 1988. 
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demonstrated  that,  for  the  general 
population,  cigarette  consumption  is 
“rationally  addictive”  in  the  sense  that 
current  consumption  is  affected  by  both 
past  and  future  consumption, 

Chaloupka  notes  that  this  “rationality" 
does  not  hold  for  younger  or  less 
educated  persons,  for  whom  past  but 
not  future  consvunption  maintains  a 
significant  effect  on  current 
consumption.  He  concludes,  “[t]he 
strong  effects  of  past  consumption  and 
weak  effects  of  future  consumption 
among  younger  or  less  educated 
individuals  support  the  a  priori 
expectation  that  these  groitps  behave 
myopically.” 

FDA’s  justification  of  this  regulation 
relies  on  the  total  costs  associated  with 
childhood  addiction  to  tobacco,  rather 
than  on  the  external  or  spillover  costs  to 
nonusers.  Nevertheless,  a  further  market 
failure  would  exist  if  the  use  of  tobacco 
imposed  such  costs  on  nonusers.  Many 
studies  have  attempted  to  calculate  the 
societal  costs  of  smoking,  but  few  have 
addressed  these  externalities.  The  most 
detailed  research  on  the  issue  of 
whether  smokers  pay  their  own  way  is 
the  1991  study  by  Manning,  et  al., 
which  develops  estimates  of  the  present 
value  of  the  lifetime  external  costs 
attributable  to  smoking.  This  study 
examines  differences  in  costs  of 
collectively  financed  programs  for 
smokers  and  nonsmokers,  while 
simultaneously  controlling  for  other 
personal  characteristics  that  could  affect 
these  costs  (e.g.,  age,  sex,  income, 
education,  and  other  health  habits,  etc.). 
The  authors  found  that  nonsmokers 
subsidize  smokers’  medical  care,  but 
smokers  (who  die  at  earlier  ages) 
subsidize  nonsmokers’  pensions.  On 
balance,  they  calculated  that,  before 
accoimting  for  excise  taxes,  smoking 
creates  net  external  costs  of  about  $0.15 
per  pack  of  cigarettes  in  1986  dollars 
($0.33  per  pa^  adjusted  to  1995  dollars 
by  the  medical  services  price  index). 
While  acknowledging  that  these 
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Cigarettes  Based  on  Time-Series  Evidence,”  Journal 
of  Health  Economics,  vol.  12,  pp.  1-18, 1993. 

27sChaloupka,  F.,  “Rational  Addictive  Behavior 
and  Cigarette  Smoking,”  Journal  of  Political  ■ 
Economy,  vol.  99,  No.  4,  p.  740, 1991. 

277  Manning,  W.  G..  E.  B.  Keeler,  J.  P.  Newhouse, 
E.  M.  Sloss,  and  ).  Wasserman,  “The  Costs  of  Poor 
Health  Habits,  A  RAND  Study,”  Harvard  University 
Press,  Camlxidge,  MA,  1991. 


estimates  ignored  external  costs 
associated  with  lives  lost  due  to  passive 
smoking,  perinatal  deaths  due  to 
smoking  during  pregnancy,  and  deaths 
emd  injuries  caused  by  smoking-related 
fires,  the  authors  conduded  that  there  is 
no  net  externality,  because  the  sum  of 
all  smoking-related  externalities  is 
probably  less  than  the  added  payments 
imposed  on  smokers  through  current 
Federal  and  State  cigarette  excise  taxes. 

A  Congressional  Research  Service 
Report  to  Congress  concurred  with  the 
study’s  conclusion,  although  many 
uncertainties  remain  regarding  the  > 
potential  magnitude  of  the  omitted  cost 
elements. 

C.  Regulatory  Benefits 
1.  Prevalence-Based  Studies 

The  benefits  of  the  regulation  include 
the  costs  that  would  be  avoided  by 
reducing  the  adverse  health  effects 
associated  with  the  consumption  of 
tobacco  products.  Most  research  on  the 
costs  of  smoking-related  illness  has 
concentrated  on  the  medical  costs  and 
productivity  losses  associated  with  the 
prevalence  of  death  and  illness  in  a 
given  year.  'These  prevalence-based 
studies  typically  measure  three 
components:  (1)  'The  contribution  of 
smoking  to  annual  levels  of  illness  and 
death,  (2)  the  direct  costs  of  providing 
extra  medical  care,  and  (3)  the  indirect 
costs,  or  earnings  foregone  due  to 
smoking-related  illness  or  death. 

In  a  recent  statement,  the  former  U.S. 
Office  of  Technology  Assessment  (OTA) 
declared  that  “the  greatest  ’costs’  of 
smoking  are  immeasurable  insofar  as 
they  are  related  to  dying  prematiirely 
and  living  with  debilitating  smoking- 
related  chronic  illness  with  attendant 
poor  quality  of  life.”  Nonetheless,  OTA 
calculated  that  in  1990  the  national  cost 
of  smoking-related  illness  and  death 
amounted  to  $68  billion  and  included 
$20.8  billion  in  direct  health  care  costs, 
$6.9  billion  in  indirect  morbidity  costs, 
and  $40.3  billion  in  lost  futine  earnings 
from  premature  death,  More  recently. 


27sGravelle,  J.  G.,  and  D.  Zimmennan,  “CRS 
Report  for  Congress:  Cigarette  Taxes  to  Fund  Health 
Care  Reform:  An  Economic  Analysis,” 
Congressional  Research  Service,  p.  1,  March  8, 

1994. 

27*  See  “Smoking  and  Health  in  the  Americas:  A 
1992  Report  of  the  Surgeon  General  in  collaboration 
with  the  Pan  American  Health  Organization,” 
Department  of  Health  and  Human  Services  (DHHS), 
Public  Health  Service  (PHS),  CDC,  National  Center 
for  Chronic  Disease  Prevention  and  Health 
Promotion  (NCCDPHP),  Office  pn  Smoking  and 
Health  (OSH),  pp.  105-112, 1992,  (hereinafter 
referred  to  as  “1992  SGR”)  for  a  full  summary  of 
these  methodologies  and  findings. 

2*0  Statement  of  Clyde  Behney  and  Maria  Hewitt 
on  Smoking-Related  Deaths  and  Financial  Costs: 


the  CDC  estimated  the  1993  smoking- 
attributable  costs  for  medical  care, 
alone,  at  $50  billion.  2®^  Unfortunately, 
these  prevalence-based  studies  do  not 
answer  many  of  the  most  important 
questions  related  to  changes  in 
regulatory  policy,  because  they  present 
the  aggregate  cost  of  smoking-related 
illness  in  a  single  year,  rather  than  the 
lifetime  cost  of  illness  for  an  individual 
smoker.  As  noted  in  the  1992  Report  of 
the  Surgeon  General,  most  prevalence- 
based  studies  fail  to  consider  issues 
concerning  “the  economic  impact  of 
decreased  prevalence  of  cigarette 
smoking,  the  length  of  time  before 
economic  effects  are  realized,  the 
economic  benefits  of  not  smoking,  and 
a  comparison  of  the  lifetime  illness 
costs  of  smokers  with  those  of 
nonsmokers.”  2*2  in  effect,  although 
these  studies  are  designed  to  measure 
the  smoking-related  draw  on  societal 
resources,  ^ey  are  not  well-suited  for 
analyzing  the  consequences  of 
regulation-induced  (Ganges  in  smoking 
behavior. 

2.  FDA’s  Methodology 

An  alternative  methodology,  termed 
incidence-based  research,  compares  the 
lifetime  survival  probabilities  and 
expenditure  patterns  for  smokers  and 
nonsmokers.  As  this  approach  models 
the  individual  life-cycle  consequences 
of  tobacco  consumption,  FDA  relied  on 
these  incidence-based  studies  for  its 
original  analysis  of  the  proposed  rule  to 
value  the  beneficial  effects  of  the  rule 
over  the  lifetime  of  each  new  cohort  of 
potential  smokers.  The  methodology 
incorporates  the  following  steps: 

•  A  projection  of  the  extent  to  which  the 
rule  will  reduce  the  incidence,  or  the 
eumual  number,  of  new  adolescent  users 
of  tobacco  products; 

•  A  projection  of  the  extent  to  which  the 
reduced  rates  of  adolescent  tobacco 
consmnption  will  translate  to  reduced 
rates  of  lifetime  tobacco  consumption; 

•  A  projection  of  the  extent  to  which  the 
reduced  rates  of  lifetime  tobacco 
consmnption  will  decrease  the  number 
of  premature  deaths  and  lost  life-years; 
and 

•  An  exploration  of  various  means  of 
estimating  the  monetary  value  of  the 
expected  health  improvements. 


Office  of  Technology  Assessment  Estimates  for  1990 
Before  the  Senate  Finance  Committee,  p.  2,  April 
28, 1994. 

2“>  “Medical-Care  Expenditures  Attributable  to 
Cigarette  Smoking — United  States,  1993,”  in 
Morbidity  and  Mortality  Weekly  Reports  IMMWR), 
CDC,  DHHS,  vol.  43,  No.  26,  pp.  469-472,  July  8. 
1994. 

2*21992  SGR.  p.  111. 
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The  annual  benefits  of  the  1995 
proposed  rule  were  measured  as  the 
present  value  of  the  lifetime  benefits 
gained  by  those  yovmgsters,  who  in  the 
absence  of  the  proposed  regulation, 
would  have  berome  new  smokers.  Upon 
review  of  the  public  comments,  FDA 
found  none  that  would  persuade  the 
agency  to  revise  its  projections.  In 
general,  the  relevant  comments 
expressed  no  objection  to  the  basic 
methodology  or  model,  but  some 
disputed  the  accuracy  of  the  specific 
data  estimates.  The  following 
paragraphs  describe  the  FDA 
assiunptions  that  imderlie  these  benefit 
estimates  and  present  the  agency’s 
response  to  the  applicable  public 
comments. 

3.  Reduced  Incidence  of  New  Yoimg 
Smokers 

FDA’s  preliminary  analysis  assiuned 
that  1  million  youngsters  become  new 
smokers  each  year.  One  trade 
association  comment  questioned  this 
figure,  asserting  that  the  relevant  studies 
included  individuals  over  the  age  of  18. 
However,  the  1985  National  Health 
Interview  Survey  reported  1.08  million 
20*year  old  smokers,  and  the  Combined 
National  Health  Interview  Siuveys  for 
1987-1988  foimd  that  92  percent  of  20- 
year  old  smokers  had  started  smoking 
by  age  18.  Taking  92  percent  of  1.08 
million  yields  993,600  new  imderage 
smokers  per  year.  This  figrire  is 
supported  by  parallel  estimates  of  the 
SAMHSA.  Based  on  data  from  the  1994 
National  Household  Survey  on  Drug 
Abuse,  SAMHSA  estimated  that  1.29 
million  persons  under  age  20  became 
daily  smokers  in  1993,  and  that  1.1 
million  of  these  persons  were  imder  the 
age  of  18.  As  a  result,  FDA  retains 
confidence  in  its  original  estimate  of  1 
million  new  smokers  per  year. 

The  regulation  targets  ymmgsters  by 
restricting  youth  access  to  tobacco 
products  and  by  limiting  advertising 
activities  that  affect  adolescents.  Several 
communities  have  demonstrated  that 
access  restrictions  are  extremely 
effective  when  vigorously  applied  at  the 
local  level.  Woodridge,  IL,  for  example, 
achieved  a  compliance  rate  of  over  95 
percent.  Moreover,  2  years  after  that  law 
was  enacted,  a  smvey  of  12-  to  14-year- 
old  students  indicated  that  overall 
smoking  rates  were  down  by  over  50 
percent  (over  2/3  for  regular 
smokers).  ^83 


Jason,  L.  A.,  P.  Y.  Ji.  M.  D.  Anas,  and  S.  H. 
Birkhead,  “Active  Enforcentent  of  Cigarette  Control 
Laws  in  the  Prevention  of  Cigarette  Sales  to 
Minors,”  The  Journal  of  the  Amercian  Medical 


Advertising  and  promotional 
restrictions  will  augment  these  efforts  to 
limit  the  attractiveness  of  tobacco 
products  to  underage  consumers.  As 
discussed  in  detail  in  section  VI.  of  this 
document,  no  one  study  hcis  definitively 
quantified  the  precise  impact  of 
advertising  or  of  advertising  restrictions. 
Nevertheless,  much  of  the  relevant 
research  indicates  that  advertising 
restrictions  will  reduce  consiimer 
demand.  For  example,  according  to  the 
1989  report  of  the  Singeon  General, 

“The  most  comprehensive  review  of 
both  the  direct  and  indirect  mechanisms 
concluded  that  the  collective  empirical, 
experiential,  and  logical  evidence  makes 
it  more  likely  than  not  that  advertising 
and  promotional  activities  do  stimulate 
cigarette  consmnption.’’  ^84  Similarly, 
after  a  careful  examination  of  available 
studies,  Clive  Smee,  Chief  Economic 
Adviser  to  the  United  Kingdom 
Department  of  Health  determined  that, 
“the  balfmce  of  evidence  thus  supports 
the  conclusion  that  advertising  does 
have  a  positive  effect  on 

consiunption.’’385  a.  detailed  evaluation 

of  the  effects  of  advertising  on  youth 
consumption  of  tobacco  products  is 
provided  in  section  VI.  of  this 
document. 

In  Northern  California,  24  cities  and 
imincorporated  areas  in  5  counties 
adopted  local  youth  tobacco  access 
ordinances  that  prohibit  self-service 
merchandising  and  point-of-sale  tobacco 
promotional  products  in  retail  stores. 
Survey  measures  of  the  impact  of  these 
onlinances  by  the  Stop  Tobacco  Access 
for  Minor  Project  (STAMP)  foimd  that, 
on  average,  tobacco  sales  to  minors 
dropped  by  40  to  80  percent.  ^86 

In  its  analysis  of  the  1995  proposed 
rule,  FDA  argued  that,  while 
quantitative  estimates  of  the 
effectiveness  of  its  regulation  cannot  be 
made  with  certainty,  comprehensive 


Association  [JAMA),  vol.  266,  No.  22,  p.  3159, 
December  11, 1991. 

DHHS,  "Reducing  the  Health  Consequences  of 
Smoking:  25  Years  of  Egress,”  A  Repwrt  of  the 
Surgeon  General,  U.S.  Department  of  Health  and 
Human  Services,  Public  Health  Service,  Centers  for 
Disease  Control,  National  Center  for  Chronic 
Disease  Prevention  and  Health  Promotion,  Office  on 
Smoking  and  Health,  DHHS  publication  No.  (CDC) 
89-8411,  p.  517, 1989  (the  1989  SGR). 

zs;  Leaney,  K.,  “Effect  of  Tobacco  Advertising  on 
Tobacco  Consumption:  A  Discussion  Document 
Reviewing  the  Evidence,’*  Economics  and 
Operational  Research  Division,  Department  of 
Health,  London,  p.  22,  October  1992. 

*®‘‘Kropp,  R.,  "A  Position  Paper  on  Reducing 
Tobacco  Sales  to  Minors  by  Prohibiting  the  Sale  of 
Tobacco  Products  by  Means  of  Self-Service 
Merchandising  and  Requiring  only  -Vendor-Assisted 
Tobacco  Sales,”  North  Bay  Health  Resources 
Center,  Stop  Tobacco  Access  to  Minors  Program 
(STAMP),  Petaluma,  CA,  p.  4,  November  3, 1994. 


programs  deigned  to  discourage 
youthful  tobacco  consumption  could 
reasonably  achieve  the  “Healthy  People 
2000’’  goal  of  halting  the  onset  of 
smoking  for  at  least  half,  or  500,000,  of 
the  4,000,000  youngsters  who  presently 
start  to  smoke  each  year.  In  the  Federal 
Register  of  January  19, 1996  (61  FR 
1492)  SAMHSA  published  a  regulation 
governing  a  program  of  State-operated 
enforcement  activities  that  wo^d 
restrict  the  sale  or  distribution  of 
tobacco  products  to  individuals  under 
18  years  of  age.  SAMHSA  had  originally 
estimated  that  its  program  would  reduce 
tobacco  consumption  by  youth  and 
children  by  from  one-thi^  to  two- 
thirds,  but  subsequently  determined 
that  reductions  of  between  one-tenth 
and  one-third  would  be  “more  realistic 
given  the  uncertainties  implicit  in 
varying  levels  of  State  enforcement  and 
the  absence  of  meaningful  controls  on 
tobacco  advertising  and  promotion.’’  ^87 
While  strongly  supporting  the  objectives 
of  the  SAMHSA  program,  FDA  finds 
that  achieving  the  “Healthy  People 
2000’’  goal  will  demand  a  full  arsenal  of 
controls  to  complement  and  fortify  the 
new  State  inspectional  programs, 
including  restrictions  on  industry 
advertising  and  promotions  and  quite 
possibly  educational  messages  to 
coimter  the  influence  of  ongoing 
marketing  activities. 

Numerous  public  comments  to  the 
1995  proposal  addressed  the  issue  of  the 
effectiveness  of  the  regulation.  Many 
argued  that  tobacco  advertising  does  not 
increase  tobacco  use,  or  that  the 
enforcement  of  existing  or  forthcoming 
State  laws,  alone,  could  accomplish 
reasonable  goals.  In  contrast,  many 
others  supported  a  comprehensive 
regulation,  contending  ^at  only 
vigorous  enforcement  of  new 
restrictions  would  bring  significant 
results.  As  outlined  earfier  in  the 
preamble  in  this  dociiment,  FDA  has 
determined,  based  on  a  full  examination 
of  the  evidence,  that  the  combined  effect 
of  the  regulations  (restricting  advertising 
and  promotion,  prohibiting  self-service 
sales,  providing  new  labeling 
information,  and  imposing  age 
verification  obligations)  and  educational 
programs  will  significantly  diminish  the 
allure  as  well  as  the  access  to  tobacco 
products  by  youth.  The  agency 
acknowledges  the  imposing  size  of  the 
required  effort,  but  is  confident  that  its 
goals  are  reasonable  and  presents 
regulatory  benefits  based  on  the 
presumption  that  the  “Healthy  People 
2000’’  goals  will  be  met. 


z»7  61  FR  1502,  January  19, 1996. 


44574  Federal  Register  /  Vol.  61,  No.  168  /  Wednesday,  August  28,  1996  /  Rules  and  Regulations 


FDA  agrees,  however,  thafthese 
projections  are  uncertain  and  therefore 
also  presents  estimates  of  benefits  at 
<sfiectivenes8  levels  that  are 
considerably  smaller.  The  agency 
conducted  diis  exercise  not  because  its 
estimates  are  excessively  speculative  or 
arbitrary,  as  suggested  by  one  comment, 
but  because  sensitivity  analyses  are  part 
of  generally  accepted  “best  practice”  for 
the  conduct  of  cost-benefit  analysis  and 
are  recommmided  by  OMB  guidance. 
These  results  demonstrate  that  even  if 
the  nile  were  only  modestly  effective  in 
reducing  tobacco  use,  it  yields 
justifiable  benefits. 

One  comment  urged  the  agency  to 
demonstrate  the  effectiveness  of  tobacco 
marketing  restrictions  over  and  above 
those  for  access  restrictions  or  public 
information  campaigns.  FDA  is  unable 
to  forecast  the  independent  results  of 
each  regulatory  provision,  due  to  the 
high  degree  of  interdependence  among 
the  various  requirements,  but  notes  that 
SAMHSA  concluded  that  its  access 
restrictions,  alone,  would  reduce 
imderage  tobacco  consmnption  by  one- 
tenth  to  one-third.  If  so,  accomplishing 
the  “Healthy  People  2000”  goal  implies 
that  the  FDA  rule  would  generate 
incremental  tobacco  use  reductions  of 


between  17  and  40  percent  for 
youngsters  under  18  years  of  age. 

4.  Reduced  Nvunber  of  Adult  Smokers 

The  major  beneficiaries  of  the  rule  are 
those  individuals  who  would  otherwise 
begin  using  tobacco  early  in  life  and 
who,  accordingly,  are  unlikely  to  start 
using  tobacco  products  as  an  adult. 
Evidence  suggests  that  this  percentage 
will  be  high,  as  over  half  of  adult 
smokers  had  become  daily  cigarette 
smokers  before  the  age  of  18.  Moreover, 
the  1994  Surgeon  General’s  Report 
indicates  that  82  percent  of  persons 
(aged  30  to  39)  who  ever  smoked  daily 
b^an  to  smoke  before  the  age  of  18. 

That  report  concludes  that  “if 
adolescents  can  be  kept  tobacco-free, 
most  will  never  start  rising  tobacco.” 
Although  some  comments  disagreed 
with  that  conclusion,  FDA  believes  that 
the  Surgeon  General’s  Report  is  correct. 
Nonetheless,  to  account  for  the 
possibility  that  some  would-be  smokers 
who  are  prevented  finm  smoking  until 
they  are  age  18  may  eventually  start 
smoking  as  adults,  FDA  uses  the  more 
conservative  assumption  that  these  rules 
will  lead  to  a  tobacco  free  adult  life  for 
only  one-half  of  the  estimated  500,000 
youngsters  who  will  be  deterred  from 
starting  to  smoke  each  year. 


Accordingly,  FDA  calculates  the  annual 
benefits  ^m  the  lifetime  health  gains 
associated  with  preventing  250,000 
adolescents  firom  ever  smoking  as  an 
adult  Further,  in  response  to  comments 
that  challenge  this  estimate,  FDA 
presents  sensitivity  analysis  showing 
results  using  a  wide  range  of  alternative 
rates. 

5.  Lives  Saved 

Based  lately  on  data  frnm  Peto,  et  al., 
who  found  that  about  half  of  all 
adolescents  who  continue  to  smoke 
regularly  throughout  their  lives  will 
eventually  die  firom  a  smoking-related 
disease.  GDC  estimates  that  about 
one  in  three  adolescent  smokers  will  die 
prematvirely.  2®°  Although  the  GDC 
projection  provides  the  best  estimate  of 
this  excess  fatality  rate,  it  does  not 
provide  a  distribution  of  the  smoking- 
related  fatalities  over  time. 
Consequently,  FDA  derived  this 
distribution  by  comparing  age-specific 
differences  in  the  probability  of  survival 
for  smokers  and  nonsmokers.  The 
probability  of  survival  data  for  the 
agency’s  estimate  are  derived  frnm  the- 
American  Cancer  Society’s  Cancer 
Prevention  Study  11,  as  ^own  in  Table 


3. 

TABLE  3.— PROBABILITY  OF  SURVIVAL  BY  AGE,  SEX,  AND  SMOKING  STATUS 
(Probabilities  of  a  17-year-old  surviving  to  age  shown) 


Age  (Years) 

Male  Neversmokers 

Male  AH  Smokers 

Female  Neversmokers 

Female  All 
Smokers 

35 

1 

1 

1 

1 

45 

0.986 

0.966 

0.988 

0.984 

55 

0.951 

0.893 

0.962 

0.939 

65 

0.867 

0.733 

0.901 

0.831 

75 

0.689 

0.466 

0.760 

0.630 

85 

0.336 

0.159 

0.453 

0.289 

Source:  Thomas  Hodgson,  “Cigarette  Smoking  arx)  Lifetime  Medical  Expenoltures,”  The  Mibank  Quarterly,  vol.  70,  No.  1, 1992,  p.  91.  Based 
on  data  from  the  American  Career  Society's  Cancer  Prevention  Study  II. 


FDA  initially  multiplied  differences 
in  the  probabilities  of  death  for  smokers 
versus  nonsmokers  within  each  10-year 
period  by  the  nmnber  of  smokers 
remaining  at  the  start  of  each  10-year 
period.  Assuming  an  equal  number  of 
males  and  females,  the  excess  deaths 
among  smokers  in  all  age  groups  totaled 
almost  28  percent  of  the  250,000  cohort. 
FDA  recognizes  that  this  methodology 
probably  imderstates  the  current  risk  of 


2a*  1994  sot.  pp.  5  and  65. 
aaaPeto,  R.,  A.  D.  Lopez,  J.  Boreham,  M.  Thun, 
and  C  Heath,  )r.,  “Mortality  horn  Smoking  in 
Developing  Countries,  1950-2000,”  Oxford 
University  Press,  p.  AlO,  1994.  Indirect  estimates 
from  national  vital  statistics. 


smoking,  because  it  arbitrarily  assumes 
that  the  smoking-related  risks  for 
females  will  continue  to  be  smaller  than 
for  males,  even  though  female  smoking 
patterns  are  presently  comparable  to 
those  of  males.  Nevertheless,  FDA  used 
this  model  to  support  its  proposed 
regulation  and  maintains  the  calculation 
to  demonstrate  the  robustness  of  the 
results.  Moreover,  because  some 
comments  suggested  that  these  data  may 

2*0  Memorandum  from  Michael  P.  Eriksen  (CDC) 
to  Catherine  Lorraine  (FDA)  August  7, 1995  and 
CDC  Fact  Sheet;  citing  Pierce,  J.  P.,  M.  C  Fiore,  T. 

E.  Novotny,  E.  J.  Hatziandreu,  and  R.  M.  Davis, 
“Trends  in  Qgarette  Smoking  in  the  United  States: 
Projections  to  the  Year  2000,”  JAMA,  vol.  261,  pp. 
61-65, 1989;  Unpublished  data  frt>m  the  1986 


not  accoimt  for  all  potentially 
confounding  variables,  such  as  alcohol 
consumption  or  other  lifestyle 
differences,  FDA  further  adjusted  the 
mortality  estimate  to  24  percent  to 
reflect  ^dings  by  Manning  et  al.,  that 
such  nontobacco  versus  tobacco  lifestyle 
factors  may  accoimt  for  13  percent  of 
excess,  medical  care  expenditures.  Thus, 
the  benefits  projections  presented  below 
conservatively  rely  on  the  probabilities 


National  Mortality  FoUowback  Survey,  CDC,  OSH; 
Peto,  R.,  A.  D.  Lopez, ).  Boreham,  M.  Thun,  and  C. 
Heath,  “Mortality  from  Smoking  in  Developed 
Countries,  1950-2000:  Indirect  Estimates  from 
national  Vital  Statistics,”  Oxford  University  Press, 
Oxford,  1994. 
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shown  in  Table  3,  corrected  by  the  13 
percent  lifestyle  influence  adjustment. 

In  smn,  they  indicate  that  achieving  the 
“Healthy  People  2000”  performance 
goal  will  prevent  about  60,200  smoking- 
related  fatalities  among  each  year’s  . 
cohort  of  potential  new  smokers. 

The  economic  assessment  of  health- 
related  variables  requires  discoimting 
the  value  of  futiuo  events  to  make  them 
commensurate  with  the  value  of  present 
events.  For  this  analysis,  a  3  percent 
discount  rate  is  used  to  calculate  the 
present  value  of  the  projections.  (This 
rate  was  recommended  by  the  Panel  on 
Cost-Effectiveness  in  Heedth  and 
Medicine,  a  nonfederal 
multidisciplinary  group  of  experts  in 
cost-effectiveness  analysis,  convened  by 
the  Office  of  the  Assistant  Secretary  for 
Health  in  1993.  Since  the  Office  of 
Management  and  Budget  (OMB) 

Circular  A-94  recommends  the  use  of  7 
percent  as  a  base  case,  FDA  presents 
summary  estimates  below  for  discoimt 
rates  of  both  3  percent  and  7  percent.) 
On  the  assiunption  that  it  would  be 
roughly  20  years  for  each  year’s  cohort 
of  new  adults  to  reach  the  midpoint  of 
the  35  to  45  age  bracket  and  60  years  to 
reach  the  75  to  85  age  bracket,  these 
calculations  indicate  that  the  present 
value  of  these  benefits  equate  to  15,863 
lives  per  yeeu*. 

6.  Life-Years  Saved 

The  number  of  life-years  that  will  be 
saved  by  preventing  each  year’s  cohort 
of  250,000  adolescents  from  acquiring  a 
smoking  addiction  was  calculated  from 
the  same  age-specific  survival 
differences  between  smokers  and 
nonsmokers.  In  each  10-year  life  span, 
the  niunber  of  years  lived  for  each 
cohort  of  persons  who  would  have  been 
smokers  but  who  were  deterred  was 
compared  to  the  number  of  years  that 
would  have  been  lived  by  that  same 
cohort  if  they  had  been  smokers.  The 
difference  between  these  two  measmes 
is  the  life-years  saved  for  that  10-year 
period.  ^92  Deducting  the  13-percent 
lifestyle  adjustment  indicates  that,  over 
the  full  lifetime  of  each  cohort,  the 
regulations  will  gain  an  estimated 
905,000  life-years,  which  translates  to 
almost  4  years  per  smoker  and  15  yeeurs 


Ml  Gold,  M.  R.,  J.  E.  Siegel.  L.  B.  Russell,  and  M. 

C  Weinstein,  “Cost-effectiveness  in  Health  and 
Medicine,”  Oxford  University  Press,  p.  232, 1996. 

282  For  each  10-year  age  interval,  the  number  of 
life-years  is  calculated  as  the  number  of  people  in 
each  cohort  (250,000)  times  the  probability  of 
surviving  until  the  end  of  that  age  interval  times  10 
years  of  life,  plus  the  number  expected  to  die  in  that 
interval  times  an  assumed  5  years  of  life. 


per  life  saved.  2*3  The  present  value  of 
these  additional  life-years  equates  to 
211,391  Life-years  annually. 

7.  Monetized  Benefits  of  Reduced 
Tobacco  Use 

There  is  no  fully  appropriate  means  of 
assigning  a  dollar  figure  to  represent  the 
attendant  benefits  of  averting  thousands 
of  tobacco-induced  illnesses  and 
fatahties.  However,  to  quantify 
important  components  of  the  expected 
economic  gains,  FDA  developed 
estimates  of  the  value  of  the  reduced 
medical  costs  and  the  increased  worker 
productivity  that  will  result  fi-om  fewer 
tobacco-related  illnesses.  In  addition, 
since  productivity  measures  do  not 
adequately  address  the  avoidance  of 
premature  death,  FDA  adopted  a 
willingness-to-pay  approach,  to  value 
the  benefits  of  reduced  tobacco-related 
fatalities. 

8.  Reduced  Medical  Costs 

On  average,  at  any  given  age,  smokers 
incm  higher  medical  costs  than 
nonsmokers.  However,  nonsmokers  live 
longer  and  therefore  continue  to  inciu: 
medical  costs  over  more  years.  Several 
analysts  have  reported  conflicting 
estimates  of  the  net  outcome  of  these 
factors,  but  the  most  recent  research  is 
the  incidence-based  study  by 
Hodgson,  who  found  that  lifetime 
medical  costs  for  male  smokers  were  32 
percent  higher  than  for  male 
neversmokers  and  lifetime  medical  costs 
for  female  smokers  were  24  percent 
higher  than  for  female  neversmokers. 
Hodgson  determined  that  the  present 
value  of  the  lifetime  excess  costs  were 
about  $9,400  in  1990  dollars  (future 
costs  discounted  at  3  percent),  As 
noted  earlier,  the  incidence-based  study 
by  Manning,  et  al.,  impfies  that  about  13 
percent  of  the  excess  medical  costs  were 
attributable  to  factors  other  than 
smoking.  Accounting  for  this  reduction 
and  adjusting  by  the  consumer  price 
index  for  medical  care  raises  the  present 
value  of  Hodgson’s  excess  medical  cost 


283  The  calculation  procedure  probably 
understates  total  life-years  saved,  because  it  misses 
smoking  related-fatalities  that  occur  within  the 
same  10-year  age  interval.  However,  because  more 
of  these  misses  involve  fatalities  that,  if  avoided, 
would  add  few  life-years,  the  resulting  15-year 
average  life-years  saved  may  be  high.  FDA’s  beneht 
estimates,  however,  remain  understated  because 
they  are  based  on  total  life-years  saved,  not  average 
life-years  saved. 

Hodgson,  T.  A.,  “Cigarette  Smoking  and 
Lifetime  Medical  Expenditures,”  The  Milbank 
Quarterly,  vol.  70,  No.  1,  p.  97, 1992.  (Based  on  data 
from  the  American  Cancer  Society’s  Cancer 
Prevention  Study  0). 

283  Id.  (Using  the  average  of  the  male  and  female  ' 
totals). 


per  new  smoker  to  $10,590  in  1994 
dollars.  Thus,  those  1,000,000  young 
people  under  the  age  of  18,  who 
currently  become  new  smokers  each 
year,  are  responsible  for  excess  lifetime 
medical  costs  measured  at  a  present 
value  of  $10.6  billion  (1,000,000  x 
$10,590).  Because  FDA  projects  that 
achieving  the  “Healthy  People  2000” 
goals  will  prevent  250,000  of  these 
individuals  fi'om  smoking  as  adults,  the 
medical  cost  savings  are  estimated  at 
$2.6  billion  per  year. 

9.'Reduced  Morbidity  Costs 

An  important  cost  of  tobacco-related 
illness  is  the  value  of  the  economic 
output  that  is  lost  while  individuals  are 
unable  to  work.  Thus,  any  futiue 
reduction  in  such  lost  work  days 
contributes  to  the  economic  benefits  of 
the  regulation.  Several  studies  have 
calculated  prevalence-based  estimates  cf 
U.S.  productivity  losses  due  to  smoking- 
related  morbidity,  but  FDA  knows  of  no 
incidence-based  estimates.  Hodgson, 
however,  has  shown  that,  in  certain 
situations,  incidence  measures  can  be 
derived  firom  available  jirevalence 
measures.  For  example,  he  demonstrates 
that  in  a  steady-state  model  the  only 
difference  between  prevalence  and 
incidence-based  costs  is  due  to 
discovmting.  Accordingly,  FDA  has 
adopted  Hodgson’s  methc^  to  develop  a 
rough  approximation  of  incidence-based 
costs  from  an  available  prevalence- 
based  estimate  of  morbidity  costs. 

Rice,  et  al.,  2»7  found  that  lost  wages 
due  to  tobacco-related  work  absences  in 
the  United  States  ambimted  to  $9.3 
billion  in  1984.  This  equates  to  $12.3 
billion  in  1994  dollars  when  adjusted  by 
the  percentage  change  in  average 
employee  earnings  since  1984.  Although 
FDA  does  not  have  a  precise  estimate  of 
the  life-cycle  timing  of  these  morbidity 
effects,  the  relevant  latency  periods 
would  certainly  be  shorter  them  for 
mortality  effects.  Thus,  to  account  for 
the  deferred  manifestation  of  smoking- 
related  morbidity  effects,  FDA  assiuned 
that  they  would  occur  over  a  time 
horizon  equal  to  80  percent  of  that 
previously  measured  for  mortality 
effects.  Although  one  comment 
mistetkenly  assiuned  that  FDA  had  made 
no  adjustment  for  lifestyle  differentials 
between  smokers  and  nonsmokers,  in 
fact,  these  estimates  were  further 


2»*  Hodgson,  T.  A.,  “Annual  Costs  of  Illness 
Versus  Lifetime  Costs  of  Illness  and  Implications  ot 
Structural  Change,”  Drug  Information  Journal,  vol. 
22,  No.  3,  p.  329, 1988. 

2»2  Rice,  D.  P.,  et  al.,  “The  Economic  Costs  of  the 
Health  Effects  of  Smoking,  1984,”  The  Milbank 
Quarterly,  vol.  64,  No.  4,  p.  526, 1986. 
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reduced  by  13  percent  to  reflect  the 
Manning,  et  al.,  findings.  Finally, 
because  the  long-term  decline  in 
smoking  prevalence  has  exceeded  the 
growth  in  population,  FDA  reduced  the 
incidence-based  costs  by  another  20 
percent.  At  a  3  percent  ^scount  rate, 
this  methodology  implies  that  the 
incidence-based  cost  of  smoking-related 
morbidity,  or  the  present  value  of  the 
fuUire  costs  to  1  year’s  cohort  of 
1,000,000  new  smokers,  is  about  $3.5 
billion.  Thus,  the  estimated  annual 
morbidity-related  savings  associated 
with  preventing  250,000  new  youths  per 
year  horn  smol^g  as  adults  is  estimated 
at  about  $879  million. 

10.  Benefits  of  Reduced  Mortality  Rates 

From  a  societal  welfare  perspective, 
OMB  guidance  advises  that  the  best 
means  of  valuing  benefits  of  reduced 
fatalities  is  to  measure  the  edfected 
group’s  willingness-to-pay  to  avoid  fatal 
risks.  Unfortunately,  the  specific 
willingness-to-pay  of  smokers  is 
unknown,  because  institutional 
arrangements  in  the  markets  for  medical 
care  obscure  direct  measurement 
techiuques.  Nevertheless,  many 
studies  have  examined  the  public’s 
willingness-to-pay  to  avoid  other  kinds 
of  life-threatening  risks,  especially 
workplace  and  transportation  hazards. 
An  EPA-supported  study  2»9  found  that 
most  empirical  results  support  a  range 
of  $1.6  to  $8.5  million  (in  1986  dollars) 
per  statistical  life  saved,  which 
translates  to  $2.2  to  $11.6  million  in 
1994  dollars.  However,  the  imcertainty 
surrounding  such  estimates  is 
substantial.  Moreover,  Viscusi  has 
shown  that  smokers,  on  average,  may  be 
willing  to  accept  greater  risks  than 
nonsmokers.  For  example,  smokers  may 
accept  about  one-half  the  average 
compensation  paid  to  face  on-the-job- 
injury  risks.  FDA  therefore  has 
conservatively  used  $2.5  million  per 
statistical  life,  which  is  towards  the  low 
end  of  the  research  findings,  to  estimate 
society’s  willingness-to-pay  to  avert  a 
fatal  smoking-related  illness.  Thus,  the 
annual  benefits  of  avoiding  the 
discounted  number  of  15,863  prematvue 
fatalities  would  be  $39.7  billion. 

An  alternative  method  of  measuring 
willingness-to-pay  is  to  calculate  a  value 
for  ea^  life-year  saved.  This  approach 


^■■Schelling,  T.  C.,  “Economics  and  Cigarettes,” 
Preventive  Medicine,  vol.  15,  pp.  549-560, 1986. 

2** Fisher,  A.,  L.  G.  Chestnut,  and  D.  M.  Violette, 
“The  Value  of  Reducing  Risks  of  Death:  A  Note  on 
New  Evidence,”  Journal  of  Policy  Analysis  and 
Management,  vol.  8,  No.  1,  pp.  88-100, 1989. 

'“Viscusi,  W.  K.,  “Fatal  Tradeoffs:  Public  and 
Private  Responsibilities  for  Risk,”  Oxford 
University  Press,  p.  24, 1992. 


is  intuitively  appealing  because  it  places 
a  greater  value  on  the  avoidance  of 
death  at  a  younger  than  at  an  older  age 
and  is  the  traditional  means  of  assessing 
the  cost-effectiveness  of  medical 
interventions.  Nevertheless,  there  have 
been  few  attempts  to  determine  the 
appropriate  value  of  a  life-year  saved. 
OMB  suggests  several  methodologies, 
including  annualizing  with  an 
appropriate  discoimt  rate  the  estimated 
value  of  a  statistical  life  over  the  average 
expected  life-years  remaining.  For 
example,  at  a  3-percent  discount  rate,  a 
$2.5  million  value  per  statistical  life  for 
an  individual  with  35  years  of 
remaining  life-expectancy  converts  to 
about  $11.6,500  per  life  year.  Since 
achieving  the  agency’s  goals  were 
estimated  to  save  211,391  discounted 
life-years  aimually,  this  calculation 
yields  annual  benefits  of  $24.6  billion. 

FDA  notes  that  even  these  values 
imderstate  the  full  vedue  of  the  health 
impact,  because  they  fail  to  quantify  any 
reduction  in  either  the  adverse  effects 
attributable  to  passive  smoking  or  the 
infant  and  child  fatalities  caused  by 
mothers’  smoking.  Moreover,  these 
totals  may  not  capture  the  heavy  toll  of 
psychic  loss  to  surviving  family 
members,  or  the  corresponding 
economic  losses  among  family  members 
for  the  mental  health  care  of  grief- 
related  depression  and  other  conditions 
that  often  follow  the  prematxire  death  of 
middle  aged  adults, 

11.  Reduced  Fire  Costs 

Every  year  lighted  tobacco  products 
are  responsible  for  starting  fires  which 
cause  millions  of  dollars  in  property 
damage  and  thousands  of  casualties.  In 
1992,  fires  started  by  lighted  tobacco 
products  caused  1,075  deaths  and  $318 
million  in  direct  property  damage.  A 
reduction  in  the  niunber  of  smokers, 
and  the  corresponding  number  of 
cigarettes  smoked,  will  result  in  a  drop 
in  the  number  of  future  fires.  In  the 
1995  proposal,  FDA  estimated  that  if  the 
number  of  fires  falls  by  the  same 
percentage  as  tho  expected  reduction  in 
cigarette  sales,  this  implies  present 
vidue  savings  of  $203  million  for  the 
value  of  lives  saved  and  $24  million  for 
the  value  of  averted  property  damage, 
totaling  $227  million  annually  over  a 
40-year  period. 


Harris,  M.,  “The  Loss  That  is  Forever  The 
Liielong  Impact  of  the  Early  Death  of  a  Mother  or 
Father,”  Penguin  Books,  1995. 

Miller,  A.  L.,  ‘The  U.S.  Smoking-Material  Fire 
Problem  Through  1992:  The  Role  of  Lighted 
Tobacco  Products  in  Fire,"  National  Fire  Protection 
Association,  p.  2, 1994. 


One  comment  denied  the  existence  of 
any  association  between  fires  and^ 
cigarette  consumption.  FDA 
acknowledges  that  the  relationship  may 
be  nonlinear,  but  finds  the  asserted  lack 
of  a  positive  correlation  implausible. 

Tills  comment  further  stated  that 
residential  fires  caused  by  smoking  and 
deaths  from  residential  fires  caused  by 
smoking  decreased  from  1983  to  1992 
by  39  percent  and  40  percent, 
respectively,  or  about  5.5  percent  -- 
annually.  Accounting  for  this  trend 
would  lower  FDA’s  fire  cost  estimate  to 
a  present  value  savings  of  $145  million 
for  the  value  of  lives  saved  and  $17 
million  for  the  value  of  averted  property 
damage,  totaling  $162  million  annually 
over  a  40-year  period.  Even  these 
estimated  savings  significantly 
imderestimate  the  potential  benefits, 
however,  because  they  exclude  both 
nonfatal  injiuies  and  the  need  for 
temporary  housing. 

12.  Smokeless  Tobacco 

The  Smokeless  Tobacco  Coimcil,  Inc., 
remarked  that  FDA  had  not  attempted  to 
measure  the  benefits  that  would  result 
from  the  decreased  use  of  smokeless 
tobacco  products  by  underage  youths. 
The  introduction  to  the  1995  proposed 
regulation,  however,  explain^  that  the 
use  of  smokeless  tobacco  causes  severe 
health  effects.  While  data  are  not 
available  on  age-specific  differences  in 
the  probability  of  survival  for  smokeless 
tobacco  users  as  compared  to  nonusers, 
the  1994  Surgeon  General  Report 
indicates  that  the  "primary  health 
consequences  during  adolescence 
include  levikoplakia,  giun  recession, 
nicotine  addiction,  and  increased  risk  of 
becoming  a  cigarette  smoker. 
Leukoplakia  and/or  gum  recession  occur 
in  40  to  60  percent  of  smokeless  tobacco 
users.’’  303  ^al  leukoplakias  have  a  5- 
percent  chance  of  becoming 
medignancies  in  5  years.  304  Cancers  of 
the  nasal  cavity,  pharynx,  larynx, 
esophagus,  stomach,  urinary  tract  and 
pancreas  have  also  been  linked  to 
smokeless  tobacco  use.  ^os  Other  effects 
include  discoloration  of  teeth, 
periodontal  disease  and  excessive  tooth 
wear  and  decay,  ^oe  One  study  of  female 
snufi  users  showed  that  it  increased 
one’s  risk  of  developing  oral  and 


»»»1994SGR,  p.39. 
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305  (^Isby,  M.  J.,  “Smokeleas  Tobacco:  The 
Health  Consequences  of  Snuff  and  Chewing 
Tobacco",  Nurse  Practitioner,  vol.  17,  No.  1,  p.  31, 
January  1992.  I 
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pharyngeal  cancer  between  1.5  to  4.2 
times.  30^ 

If  the  provisions  pertaining  to 
smokeless  tobacco  are  as  effective  as 
those  pertaining  to  cigarettes,  the  rule 
will  prevent  about  36,500  youths  from 
becoming  adult  users  of  smokeless 
tobacco.  This  projection  assumes  that 
the  nvunber  of  vmderage  users  will 
decrease  by  50  percent  and  one-half  of 
those  youths  will  remain  nonusers  after 
reaching  18  years  of  age.  The  estimate 
also  assumes  that  the  ratio  of  new 
imderage  users  to  total  rmderage  users 
parallels  that  of  cigarette  users  (i.e., 
approximately  one-third)  and  that  about 
440,000  youths  imder  the  age  of  18  are 
current  users  of  smokeless  tobacco  . 
products.  308 

Leukoplakia  and/or  gum  recession  are 
estimated  to  occur  in  40  to  60  percent 
of  smokeless  users,  ^oo  if  even  50 
percent  of  these  cases  were  caused  by 
smokeless  tobacco  use,  the  previous 
assiunptions  imply  that  these 
regulations  will  prevent  from  7,300  to 
11,000  cases  of  leukoplakia  and/or  gum 
recessions  per  year.  Although  FDA  can 
not  estimate  the  number  of  oral  or  other 
cancers  prevented,  the  reahzed  number 
will  be  substantial. 

13.  Svunmary  of  Benefits 

The  discussion  above  demonstrates 
the  formidable  magnitude  of  the 
economic  benefits  available  from 
smoking  reduction  efforts.  As  described, 
FDA  forecasts  annual  net  medical  cost 
savings  of  $2.6  billion  and  annual 
morbidity-related  productivity  savings 
of  $900  million.  From  a  willingness-to- 
pay  perspective,  the  annual  benefits  of 
reduced  smoking-related  disease 
mortality  range  from  $24.6  to  $39.7 
bilUon.  As  a  result,  the  value  of  the 
annual  disease-related  benefits  of 
achieving  the  “Healthy  People  2000“ 
goal  is  projected  to  range  from  $28.1  to 
$43.2  billion.  (Following  Hodgson,  this 
analysis  uses  a  3-percent  discount  rate. 
A  7-percent  rate  reduces  these  benefits 
to  a  range  of  $9.2  to  $10.4  bilfion). 

These  totals  do  not  include  the  benefits 
expected  from  fewer  fires  (over  $160 
million  annually),  reduced  passive 
smoking,  or  infant  death  and  morbidity 


Winn,  D.  M.,  W.  J.  Blot.  C  M.  Shy.  L.  W. 
Pickle,  A.  Toledo,  and  J.  F.  Fraumeni,  “Snuff 
Dipping  and  Oral  CancecAmong  Women  in  the 
Southern  United  States,”  The  New  England  Journal 
of  Medicine,  vol.  304,  No.  13,  pp.  745-749,  Table 
2.  March  26. 1981.  , 

Estimates  of  youth  smokeless  usage  vary.  This 
projection  relies  on  a  conservative  estimate  of  total 
youth  (ages  12-17)  usage  calculated  horn  data  in 
the  Statistical  Abstract  of  the  U.S.  1995, 115th 
edition.  Tables  16  and  218. 
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associated  with  mothers’  smoking. 
Moreover,  while  FDA  believes  these 
effectiveness  projections  are  plausible, 
much  lower  rates  still  yield  impressive 
results.  Table  Ic  of  this  section 
summarizes  the  disease-related  health 
benefits  and  illustrates  that  youth 
deterrence  rates  as  small  as  1/20,  which 
would  prevent  the  adult  addiction  of  at 
least  25,000  of  each  year’s  cohort  of 
1,000,000  new  adolescent  smokers, 
would  provide  annual  benefit  values 
measured  in  the  billions  of  dollars. 
Moreover,  the  higher  risk  estimates 
suggested  by  Peto,  et  al.,  could 
significantly  increase  these  values.  In 
addition,  while  FDA  could  not  quantify 
the  benefits  that  will  result  frnm  the 
projected  decline  in  the  use  of 
smokeless  tobacco,  they  would  be 
considerable. 

D.  Regulatory  Costs 

A  recently  issued  guideline  for 
conducting  economic  analysis  of 
Federal  regulations,  prepared  imder  the 
auspices  of  OMB,  states  that: 

(T]he  preferred  measure  of  cost  is  the 
“opportunity  cost”  of  the  resources  used  or 
the  benefits  foregone  as  a  result  of  the 
regulatory  action.  Opportunity  costs  include, 
but  are  not  limited  to,  private-sector 
compliance  costs  and  government 
administrative  costs.  Opportunity  costs  also 
include  losses  in  consiuners’  or  producers’ 
surpluses,  discomfort  or  inconvenience,  and 
loss  of  time  *  *  *,  An  important,  but 
sometimes  difficult,  problem  in  cost 
estimation  is  to  distinguish  between  real 
costs  and  transfer  payments.  Transfer 
payments  are  not  social  costs  but  rather  are 
payments  that  reflect  a  redistribution  of 
wealth.  While  transfers  should  not  be 
included  in  the  (Economic  Analyses’] 
estimates  of  the  benefits  and  costs  of  a 
regulation,  they  may  be  important  for 
describing  the  distributional  effects  of  a 
regulation.  3*8 

Accordingly,  FDA  finds  that  the  final 
rule  will  impose  new  cost  bturdens  on 
manufactiurers,  retailers,  consumers,  and 
Government  regulators  of  tobacco 
products.  In  addition,  certain  industry 
sectors  will  experience  lost  sales  and 
employment,  but  these  revenue  losses 
will  be  at  least  partly  ofiset  by  gains  to 
other  sectors,  as  discussed  in  the 
“Distributional  Effects”  section  of  this 
docrunent.  3«  While  a  number  of 
industry  comments  argued  that  the 
agency’s  preliminary  analysis  was 
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deficient  for  not  including  these  lost 
revenues  in  its  cost-benefit  assessment, 
FDA  finds  that  the  revenue  losses 
suggested  by  these  comments  do  not 
meet  the  previous  definition  of 
“opportunity  cost;”  because  they  fail  to 
provide  the  changes  in  net  costs  that  are 
necessary  to  estimate  producer  surplus, 
conventionally  defined  as  sales  minus 
variable  costs.  This  rule  will  affect 
producer  surplus  in  several  industries 
and  only  net  changes  in  these  surplus’ 
are  social  costs.  C^culating  such 
changes  would  require  a  multi-market 
model  of  economic  changes  over  many 
years.  Such  general  equilibrium  models 
have  not  been  used  by  Federal  agencies 
for  regiilatory  analyses,  are  not 
specifically  recommended  by  the  OMB 
guidance,  and  would  be  impractical  to 
use,  especially  where  major  markets  are 
dominated  by  few  firms. 

The  most  comprehensive  critique  of 
FDA’s  preliminary  economic  analysis 
was  prepared  by  the  Barents  Group, 
economic  consultants  to  the  Tobacco 
Institute.  While  the  Barents  Group 
developed  independent  estimates  of 
economic  costs,  in  many  instances  its 
methodology  was  consistent  with  FDA’s 
tmalysis  of  its  1995  proposal.  Often, 
however,  the  Barents  Group  had  access 
to  more  recent  data,  or  to  additional 
data  provided  by  the  affected  industries. 
FDA’s  revised  cost  estimates  rely 
extensively  on  these  new  data,  but  as 
described  below,  the  agency’s  final  cost 
estimates  are  far  smaller  than  those 
presented  by  the  Barents  Group. 

1.  Nvunber  of  Affected  Retail 
Establishments 

A  critical  variable  imderlying  the 
agency’s  cost  estimates  is  the  nvunber  of 
retail  outlets  ciurently  selling  over-the- 
covmter  (OTC)  tobacco  products.  A 
major  confoimding  factor  is  that  the  U.S. 
Census  pubUshes  product  line  data  only 
for  establishments  with  payroll.  For  its 
original  estimate  of  the  number  of  retail 
establishments  selling  tobacco  products, 
FDA  rehed  on  1987  Census  data  to 
covmt  the  nvunber  of  affected  pa3rroll 
establishments  and  very  conservatively 
included  every  nonpayroll 
estabUshment  in  those  categories  that 
traditionally  sell  tobacco  products 
(general  merchandise  stores,  grocery 
stores,  service  stations,  eating  and 
drinking  places,  drug  stores,  and  Uquor 
stores).  FDA  estimated  that  the  nvunber 
of  estabUshments  selling  tobacco 
products  OTC  included  275,000  payroll 
establishments  and  215,000  nonpayroll 
establishments,  for  a  toted  of  490,000 
retail  establishments.  To  account  for  all 
other  business  categories  that  might  sell 
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ore  tobacco  products.  FDA  estimated  a 
total  upper  boimd  range  of  600,000 
establishments.  FDA  did  not  know  how 
many  locations  cvurently  served  by 
cigarette  vending  machines  would 
convert  to  OTC  operations  following 
implementation  of  the  regulation,  but 
estimated  the  number  at  100,000,  raisipg 
the  upper  boimd  total  to  700,000  futi^ 
establishments. 

FDA  still  has  no  definitive  estimate  of 
the  numb^  of  retail  outlets  selling 
tobacco  products.  For  their  economic 
analysis,  the  Barents  Group  used  1992 
U.S.  Census  estimates  for  the  number  of 
affected  retail  establishments  with 
payroll,  but  adopted  an  alternative 
methodology  to  estimate  the  munber  of 
affected  establishments  without  payroll. 
The  Barents  Group  subdivided  retail 
businesses  into  10  categories:  General 
merchandise  stores,  supermarket/ 
grocery  stores,  convenience  stores 
without  gas,  convenience  stores  with 
gas,  gasoline  service  stations,  eating 
places,  drinking  places,  drug  and 
proprietary  stores,  specialty  tobacco 
stores,  and  miscellaneous  retail  stores. 
Within  each  category,  the  Barents  Group 
assumed  that  the  percentage  of 
nonpayroll  establishments  selling 
tobacco  products  would  be  the  same  as 
the  percentage  of  payroll  establishments 
selling  tobacco  products.  As  a  result, 
they  concluded  that  the  number  of  retail 
payroll  establishments  selling  tobacco 
products  OTC  is  approximately  283,000, 
and  the  number  of  retail  nonpayroll 
establishments  selling  tobacco  products 
OTC  is  about  107,000,  for  a  totd  of 
390,000  retail  outlets.  The  Barents 
Group’s  subsequent  calculations  are  less 


clear  and  not  documented  in  their 
appendix  on  methodology.  Noting  that 
FDA  had  estimated  an  upper  botmd  of 
600,000  establishments  selling  OTC 
'iobacco  products,  they  assumed  the 
existence  of  an  additional  100,000  to 
200,000  nonretail  establishments,  such 
as  operations  within  manufacturing  or 
service  businesses,  that  sell  OTC 
tobacco  products.  Finally,  the  Barents 
Group  accepted  FDA’s  estimate  that 
about  100,000  current  vending  machine 
locations  would  convert  to  OTC  sales 
for  tobacco  products  and  proposed  total 
lower  and  upper  boimd  estimates  of 
from  500,000  to  700,000  establishments. 

For  this  final  economic  analysis,  FDA 
adopts  the  apparent  mid-point  of  the 
Barents  Group's  forecast  of  the  number 
of  establishments  that  will  sell  tobacco 
products,  or  about  500,000  current 
establishments  and  a  total  of  600,000 
future  establishments.  FDA  estimates  by 
business  category  are  displayed  in  Table 
4  and  follow  closely  the  me^odology 
presented  by  the  Barents  Group,  except 
for  slight  adjustments  to  eliminate 
nonstore  outlets.  Because  Census  data 
on  the  number  of  establishments 
without  pa3at>ll  were  not  reported 
separately  for  convenience  stores, 
convenience  stores  with  gas.  or 
specialty  tobacco  stores,  these  outlets 
are  counted  with  the  higher  level  outlet 
categories. 

2.  Removing  Self-Service  and  Other 
Prohibited  Retail  Displays  . 

'The  1995  proposed  regulation 
restricted  all  point  of  purchase 
advertising  to  "text  only’’  and  banned 
the  use  of  all  self-service  displays  by 
requiring  vendors  to  physically  provide 


the  regulated  tobacco  product  to 
purchasers.  In  its  original  analysis,  FDA 
explained  that  the  proposed  ban  on  self- 
service  displays  would  affect  many 
retail  stores  selling  tobacco  products, 
although  shoplifting  concerns  had 
already  caus^  a  large  number  of  these 
stores  to  place  tobacco  products  in  areas 
not  directly  accessible  to  customers. 
Those  retailers  that  discontinued  self- 
service  displays  typically  modified  their 
stores  by  either:  (1)  Placing  tobacco 
products  behind  or  above  store  cashiers 
or  in  locked  cases  located  within  close 
reach  of  store  cashiers,  (2)  placing 
tobacco  products  behind  only  one  or 
two  checkout  lines,  similar  to  the  "cash 
only’’  or  "less  than  10  items’’  lines 
commonly  found  in  supermarkets,  (3) 
dispensing  tobacco  products  from  a 
controlled  area  of  the  store,  where  store 
employees  also  conduct  other 
administrative  or  customer-service 
tasks,  or  (4)  installing  a  signaling 
system,  whereby  assigned  store  clerks 
bring  requested  tobacco  products  to 
individual  checkout  stations.  Each 
store’s  physical  configuration  dictates 
the  most  cost-effective  approach,  but  at 
least  one  regional  survey  found  that 
retail  outlets  readily  complied  with 
comparable  local  ordincmces  without 
architectural  remodeling  or  substantial 
refitting  of  checkout  counters  or  store 
aisles. 


Kropp,  R.,  “A  Position  Paper  on  Reducing 
Tobacco  Sales  to  Minors  by  Prohibiting  the  Sale  of 
Tobacco  Products  by  Means  of  Self-Service 
Merchandising  and  Requiring  only  Vendor-Assisted 
Tobacco  Sales,"  North  Bay  Health  Resources 
Center,  Stop  Tobacco  Access  for  Minors  Project 
(STAMP),  Petaluma,  CA,  p.  5,  November  3, 1994. 


TABLE  4.— ESTIMATED  NUMBER  OF  ESTABLISHMENTS  CURRENTLY  SELLING  TOBACCO  PRODUCTS  OVER-THE-COUNTER 
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Because  prevailing  business^ractice 
is  for  tobacco  manufoctiuers  to  assist 
and  even  pay  for  most  product  display 
equipment,  FDA  had  assumed  diat 
manufacUurers  would  share  with 
retailers  any  expense  of  relocating 
displays  and  that  the  majority  of  the 
costs  would  be  to  relocate  self-service 
displays  for  cartons.  FDA  estimated  one¬ 
time  costs  of  $22  million  to  he  shared 
by  manufacturers  and  retailers  and 
additional  anntial  operating  costs  of  $14 
million  to  be  incurr^  by  retailers  (all  in 
1994  dollars).  In  stark  contrast,  the 
Barents  Group  projected  one-time  costs 
of  from  $558  to  $780  miUion  in  1996 
dollars  ($520  to  $728  milUon  in  ourent 
dollars),  with  62  percent  attributed  to 
the  replacement  of  display  items  by 
retailers  and  the  remaining  38  percent  to 
manufacturers  due  to  “time  costs 
involved  in  removing  banned  display 
and  promotional  items,  whether  die 
work  woxild  be  performed  directly  by  a 
manufactiuer’s  employee  or 
subcontracted  out  to  a  display 
distributor."  As  explained  below,  FDA 
finds  that  many  aspects  of  the  Barents 
Group’s  estimates  are  seriously  flawed. 
Nevertheless,  the  agency  has  adopted 
the  basic  framework  of  that  analysis  and 
its  revised  estimates  reflect  the  Barents 
Group’s  methodology  and  data,  unless 
specifically  modified  as  discussed 
below. 

a.  The  Barents  Group’s  methodology. 
The  Barents  Group’s  cost  projections 
were  based  on  estimates  of  an  average 
outlet  cost  for  each  of  seven  outlet 
categories.  Each  average  outlet  cost  was 
multiplied  by  the  total  munber  of 
outlets  of  that  category  in  the  United 
States  to  produce  national  cost 
estimates.  The  actual  outlet  cost  data 
were  collected  by  A.  T.  Kearney,  Inc., 
still  another  business  consulting  firm. 
The  Barents  Group  explained  that: 

[0]ur  estimates  are  based  on  a  compliance 
audit  study  conducted  especially  for  this 
purpose  by  A.  T.  Kearney,  Inc.  A.  T.  Kearney 
performed  an  in-depth  study  of  the  actions 
and  efforts  that  would  be  required  of  tobacco 
manufacturers’  representatives,  of  point-of- 
sale  display  item  distributors,  and  of  tobacco 
retailers  in  order  to  bring  stores  into 
compliance  with  the  proposed  regulations. 
Detailed  siirveys  were  conducted  of  seven 
categories  of  retail  outlets  in  five  U.S. 
metropolitan  areas,  for  a  total  of  88  retail 
outlets.  Surveyors  performed  a  detailed 
inventory  of  the  many  types  of  tobacco 
product  displays  and  promotional  materials 
which  are  currently  found  in  stores.  The 
surveyors  noted  which  items  would  need  to 
be  mc^ified  or  replaced. 

A.  T.  Kearney  reportedly  completed  a 
comprehensive  on  site  compUance 
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protocol  cheddist  at  88  establishments 
randomly  selected  in  5  general  regions 
of  the  United  States.  The  individual 
display  items  were  grouped  into  41 
discrete  item  categories  and  a  lengthy 
discussion  of  the  methodology  and 
results  are  presented  as  a  Te^nical 
Appendix  to  the  Bcirents  Group’s 
comments. 

b.  The  Barents  Groups’s 
miscalculations.  To  evaluate  these 
results,  FDA  carefully  reviewed  the  A. 

T.  Kearney  survey  data  and  the  Barents 
Group’s  extrapolation  procedures  and 
attempted  to  replicate  the  aggregate 
estimates.  In  doing  so,  numerous 
computational  discrepancies  were 
identified.  For  example,  in  calculating 
retailer  time  costs,  the  Barents  Group 
intended  to  use  an  estimated  retail 
employee  wage  of  $9.51,  but  in  fact  used 
the  estimated  wage  for  a  manufacturer’s 
sales  repret«ntative  of  $25.70.  (See 
Appendix  Table  “Initial  Compliance 
Effort  Costs  per  Retail  Store.’’)  Also,  the 
Barents  Group’s  calculations  relied  on 
incorrectly  transposed  data  for  the 
average  number  of  disposable  displays 
per  store  and  miscalculated  compliance 
effort  costs  for  five  of  the  seven  types  of 
business.  Further,  A.  T.  Kearney 
reported  that  only  one-third  of  the 
lifted  signs  and  clocks  wo\ild  need  to 
be  replac^  by  retailers,  but  the  Barents 
Group’s  calculations  assumed  that  all 
would  be  replaced.  Finally,  A.  T. 
Kearney  reported  that  retailers  would 
not  replace  most  promotional  posters, 
signs  and  displays,  but  the  Barents 
Group’s  calculations  assigned  each  $85 
in  replacement  costs  Correcting  these 
errors  reduces  the  Barents  Group’s  low 
and  high  cost  estimates  by  $77  and  $108 
million,  respectively. 

Even  more  important,  in  aggregating 
the  unit  costs  for  “CompUance  Activity 
No.  19 — ^Remove  and  replace  interior 
newsstands  and  shopping  basket  racks 
and  baskets  and.  shopping  carts,”  A.  T. 
Kearney  committed  a  major  error  that 
dominates  the  aggregated  cost  totals.  In 
discussing  the  costs  for  this  item,  A.  T. 
Kearney  focused  on  the  need  to  replace 
shopping  basket  racks,  which  “*  *  * 
are  firm-standing  units  and  contain 
about  20  shopping  baskets,  that  also 
contain  the  name  or  logo  of  the  cigarette 
manufacturer.”  Although  it  seems 
probable  that  the  logos  or  brand  names 
affixed  to  these  items  could  be  either 
removed  or  obscured,  the  survey  data 
indicate  that  six  supermarket/grocery 
stores,  three  convenience  stores,  two 
tobacco  stores  and  one  convenience 
store  with  gas  would  replace  shopping 
basket  radu.  The  detailed  survey  data 
for  supermarket/grocery  stores. 


however,  reveal  that  one  store 
supposedly  possessed  71  racks,  two 
stores  50  radcs,  and  the  remaining  three 
stores  41,  32,  and  10  racks,  respectively. 
Even  a  casual  review  of  these  data 
suggests  that  individiial  hand-held 
shopping  baskets  rather  than  basket 
rac^  were  counted.  Indeed,  an  FDA 
contractor  visited  the  five  Washington, 
DC  area  outlets  in  which  A.  T.  Kearney 
observed  the  largest  number  of  racks 
and  foimd  scores  of  plastic  hand-held 
baskets  adorned  with  simple  advertising 
stickers,  but  only  a  few  bmket  racks. 

Although  the  advertising  on  these 
plastic  baskets  could  easily  be  removed 
or  covered,  or  new  plastic  baskets 
pimdiased  quite  inexpensively,  the 
Barents  Group’s  calciilations 
inadvertently  assiuned  that  a 
distribution  services  contractor  would 
be  hired  to  remove  each  plastic  hand¬ 
held  shopping  basket  at  a  fee  of  $45 
apiece  and  that  a  retailer  would  spend 
30  minutes  plus  an  additional  $89 
replacement  fee  for  each  plastic  hand¬ 
held  shopping  basket  in  its  possession. 
Thus,  the  estimated  cost  attributed  to 
each  hand-held  basket  was  $138  and  the 
cost  for  just  the  one  outlet  reporting  71 
shopping  baskets  totaled  $9,850. 
Extrapolating  to  each  outlet  category, 
the  A.  T.  Kearney  results  implied  that 
removing  and  replacing  plastic  hand¬ 
held  baskets  would  cost,  on  average, 
over  $1,300  for  each  supermarket/ 
grocery  store  and  $300  for  each 
convenience  store  in  the  United  States. 
Its  projected  costs  for  removing  and 
replacing  the  hand-held  shopping 
baskets  in  all  supermarket/grocery 
stores  in  the  United  States  ranged  from 
$163  million  to  $229  miUion.  For  all 
outlet  types,  costs  for  these  hand-held 
baskets  were  estimated  at  $194  to  $271 
milUon,  or  43  percent  of  the  national 
point-of-sale  costs  estimated  by  the 
Beuonts  Group. 

Based  on  site  visits,  FDA  modified 
Kearney’s  field  data  for  the  correct 
munber  of  shopping  basket  racks  in  the 
Washington,  DC  area  establishments. 
Furthermore,  FDA  contractors 
determined  that  the  hand-held  shopping 
baskets  could  easily  be  modified  by  a 
menketing  representative,  who  would 
take,  at  most,  5  minutes  to  affix  new 
stickers  on  each  basket  or  rack.  For  a 
rack  of  20  baskets,  this  task  was 
estimated  to  take  a  total  of  105  minutes, 
plus  about  $42  for  stickers.  These 
adjustments  reduce  the  Barents  Group’s 
estimated  one-time  costs  by  $180  to 
$252  milhon. 


^‘■♦Buck,  E.,  "Site  Visit  Report,"  April  24, 1996. 
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c.  The  Barents  Group’s  extrapolation 
procedure.  The  Barents  Group 
contributed  still  another  bias  by  their 
method  of  extrapolating  these  survey 
results  to  the  assumed  range  of  500,000 
to  700,000  retail  estabUshments.  A.  T. 
Kearney  surveyed  stores  in  only  seven 
business  categories:  General 
Merchandise,  Supermarket/Grocery, 
Tobacco  Specialty,  Convenience  Store 
without  Gas,  Convenience  Store  with 
Gas,  Service  Station,  and  Drug  Store.  To 
represent  all  affected  outlets,  the 
Barents  Group  apportioned  the  full 
upper  and  lower  boimds  for  their 
estimated  number  of  establishments 
(500,000  and  700,000)  €unong  10 
business  categories  “based  on  the 
hactions  they  represent  in  the  Census 
sample  of  with-payroll  retail  stores 
selling  tobacco  products.”  (Eating 
Places,  Drinking  Places,  and 
Miscellaneous  Retailers  were  added  for 
this  outlet  allocation,  but  were  assigned 
no  costs  because  they  are  not  “*  *  *  the 
types  of  retail  outlets  where  the  vast 
majority  (more  than  90  percent)  of 
tobacco  product  sales  occur  and  where 
promotional  items  are  most  prevalent.” 
That  is,  the  Barents  Group  used  a 
proportional  adjustment  to  raise  each 
establishment  category  coimt  so  that  the 
lower  and  upper  boimd  totals  sum  to 
500,000  and  700,000,  respectively.  The 
estimated  number  of  establishments  in 
each  category  was  then  multiplied  by 
the  average  cost  for  each  business 
category  using  data  from  the  A.  T. 
Kearney  site  visits. 

The  impUcations  of  these 
inappropriate  estabhshment  number 
extrapolations  are  considerable.  For 
example,  A.  T.  Kearney  surveyed  a 
sample  of  10  outlets  from  its  first 
business  category — General 


Merchandise  Stores.  These  10  outlets, 
which  include  three  K-Mart  and  two 
Wal-Mart  stores,  averaged  over  84,000 
square  feet  of  space,  with  the  smallest 
store  measxiring  40,000  square  feet.  The 
U.S.  Census  reports  only  12,117  such 
establishments  with  payroll.  The 
Barents  Group’s  proportional 
adjustment  automatically  expanded  this 
outlet  type  coimt  to  between  21,299  and 
29,810.  (See  Barents  Group’s  Appendix 
Table.)  Thus,  to  generate  a  national 
estimate  of  costs,  the  Barents  Group 
applied  the  cost  per  estabhshment  for 
its  sample  of  very  large  general 
merchandise  stores  to  roughly  double 
the  niunber  reported  in  the  U.S.  Census 
for  such  establishments  with  payroll. 
This  methodology  inappropriately  bases 
the  per  outlet  cost  for  thousands  of 
small  nonpayroll  and  nonretail  outlets 
on  the  per  outlet  cost  reported  for  very 
large  general  merchandise  stores. 

The  identical  problem  holds  for  the 
Barents  Group’s  projection  of  the  A.  T. 
Kearoey  survey  sample  of  27 
Supermarket/Grocery  stores.  Although 
this  sample  includes  a  few  moderately 
sized  establishments  (1  less  than  1,000 
square  feet  and  4  less  than  5,000  square 
feet),  21  of  the  establishments  exceed 
10,000  square  feet  and  the  average  sized 
facihty  is  almost  35,000  square  feet. 
Nevertheless,  the  Barents  Group’s 
apportionment  procedure  inflates  the 
nmnber  of  establishments  in  this 
category  from  the  U.S.  Census  estimate 
of  71,240  with  payroll  to  125,222  and 
175,311,  on  the  dubious  assumption 
that  thousands  of  small  nonpayroll  or 
other  nonretail  establishments  are  best 
represented  by  the  A.  T.  Kearney  sample 
of  mostly  large  supermarkets/grocery 
stores. 


FDA’s  fundamental  concern  is  not 
mth  the  Barents  Group’s  estimate  of 
500,000  to  700,000  affected 
establishments  (although  the  upper 
boimd  of  this  estimate  should  be 
600,000,  because  there  would  be  no 
display  relocation  costs  for  the 
additional  100,000  outlets  assumed  to 
be  established  at  existing  vending 
machine  locations),  but  with  the 
allocation  of  the  small  establishments 
among  the  largest  business  categories 
surveyed  by  A.  T.  Kearney.  To  offset 
this  bias.  FDA  reallocated  the  number  of 
establishments  in  the  business 
categories  used  to  extrapolate  the  outlet 
cost  estimates.  As  shown,  in  Table  5, 
FDA  takes  the  number  of  estabUshments 
in  the  first  two  business  categories — 
General  Merchandise  and  Supermarket/ 
Grocery  stores — directly  from  the  U.S. 
Census  number  of  establishments  with 
payroll,  because  there  would  be  very 
few  nonpayroll  or  nonretail 
establishments  equivalent  to  those 
surveyed.  For  outlet  extrapolation 
purposes,  FDA  assigns  its  estimated 
number  of  nonpayroll  estabUshments  in 
these  two  business  categories  to  the 
Convenience  Store  category,  on  the 
assiunption  that  this  category  is  most 
representative  of  the  small 
estabUshments  excluded  from  the 
Census  product  line  data.  Although  the 
Barents  Group  omitted  all  costs  for 
Eating  Places,  Drinking  Places,  and 
Miscellaneous  Retail  Stores,  FDA 
groups  these  outlets  under  Other 
EstabUshments  end  assiunes  certain 
minimal  costs,  as  explained  below.  This 
redistribution  of  the  estabhshment 
category  groupings  reduces  the  Barents 
Group’s  low  cost  estimate  by  $65 
million  and  its  high  cost  estimate  by 
$170  milUon. 


TABLE  5.— ESTIMATED  NUMBER  OF  ESTABLISHMENTS  TIEMOVING  SELF-SERVICE  AND  OTHER 

PROHIBITED  RETAIL  DISPLAYS 


Kind  of  Business 

Number  of  Retail  Estab¬ 
lishments  with  Payroll 
Selling  Tobacco  Prod¬ 
ucts  Over-the-Counter 

Estimated  Number  of 
Retail  Establishments 
without  Payroll  Selling 
Tobacco  Products  Over- 
the-Counter 

Estimated  Total  Number 
of  Establishments  Sell¬ 
ing  Tobacco  Products 
Over-the-Counter 

A.  T.  Kesimey  Categories: 

General  Merchandise 

12,117 

-  (A) 

12,117 

Supermarket/Grocery 

71,240 

-  (B) 

71,240 

Convenience  Stores 

29,400 

64,345  (C) 

93,745 

Convenience  Stores  with  Gas 

51,913 

-  (D)  j 

j  51,913 

Service  Stations 

37,958 

7,581 

45,539 

Drug  Stores 

29,046 

1,829 

30,875 

Tobacco  Stores 

1,477 

-  (E) 

1,477 

Other  Establishments 

- 

- 

201,012  <F) 

Total 

233,151 

73,755 

507,918 

(A)  Variety  and  miscellaneous  general  merchandise  stores  are  tallied  as  convenience  stores. 

(B)  Food  stores  are  tallied  as  convenience  stores. 
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(C)  This  category  includes  food,  variety,  and  miscelaneous  general  mercharxlise  stores.  The 
provide  informal  about  convenierx»  stores  without  payroH. 

(0)  The  1992  Nonempioyer  Statistics  Series  does  not  provide  information  about  establishments 

(E)  The  1992  Nonemployer  Statistics  Series  does  not  provide  information  about  estabKshments 

(F)  Includes  retail  estabitshments  excluded  from  the  Kearney  field  aucft  aixl  other  establishmen 


d.  Further  modifications.  The  Barents 
Group  faulted  FDA  for  not  including 
costs  for  the  removal  of  banned  display 
items  or  for  the  replacement  of  banned 
point-of-sale  promotional  materials. 

Their  estimates  assiuned  that 
manufacturers  alone  would  bear  these 
costs,  since  the  proposed  regulation 
required  that  manufacturers  remove  all 
prohibited  advertising  displays.  The 
final  regulation,  however,  places  this 
responsibility  on  the  owners  of  the 
displays,  which  may  fiequently  be  the 
ret^  establishments.  FDA  cannot 
forecast  the  ultimate  distribution  of 
display  ownership,  but  in  view  of 
current  business  practices,  assumes  that 
the  manufacturer  representatives  will  at 
least  participate  in  die  removal  process. 
Nevertheless,  this  change  in  regulatory 
responsibility  is  likely  to  shift  a  greater 
share  of  the  cost  burden  to  retailers. 

On  the  other  hand,  the  Barents  Group 
assumed  that  retailers  alone  would 
replace  those  promotional  items  having 
a  utilitarian  fimction,  including  display 
cases,  signs,  shopping  carts  or  baskets, 
newspaper  racks,  ash  trays,  and  clocks. 
FDA  believes  that  this  assumption  is 
unfounded,  because  many  retailers  will 
modify  rather  than  replace  these  items 
and  many  manufacturers  will  share  the 
replacement  burden  with  retailers.  For 
example,  one  report  describing  the 
results  of  a  local  self-service  bw 
indicated  that,  “tobacco  distributors  and 
tobacco  company  sales  representatives 
furnished  behind-the-counter  shelving 
and  locking  cases  for  tobacco  products  ' 
to  retailers  at  no  charge  in  order  to  as.'tist 
retailers  comply  with  self-service/ 
vendor-assisted  regulations.”  3'®  Again, 
however,  the  future  allocation  of  these 
costs  among  manufactvuers  and  retailers 
is  unknown.  For  its  initial  estimates, 
except  as  explained  below,  FDA 
maintains  the  Barents  Group’s 
assumptions  that  removal  costs  are 
primarily  borne  by  the  manufacturer 
and  replacement  costs  by  the  retailer.  In 
fact,  both  cost  categories  will  be  shared 
and  the  implications  of  these 
assumptions  are  illustrated  below 
throu^  sensitivity  analysis. 


Kropp,  R.,  “A  Pocition  Paper  on  Reducing 
Tobacco  Sales  to  Minors  by  Prohibiting  the  Sale  of 
Tobacco  Products  by  Means  of  Self-Service 
Merchandising  and  Requiring  only  Vendor-Assisted 
Tobacco  Sales,”  North  Bay  Health  Resources 
Center,  Stop  Tobacco  Access  for  Minors  Project 
(STAMP),  ^taluma,  CA,  p.  5,  November  3, 1994. 


In  February  1996,  economic 
consultants  to  FDA  attempted  to 
replicate  the  A.  T.  Kearney  field  audit 
in  Boston  (the  Eastern  Research  Group, 
Inc,  (ERG),)  and  in  Washington,  DC 
(an  independent  contractor).  While  most 
observations  of  the  niunber  of  affected 
display  cases  were  reasonably 
consistent  with  the  A.  T.  Kearney 
findings,  the  observed  number  of 
exterior  and  interior  promotional 
materials  deviated  significantly  bom  the 
A.  T.  Kearney  audit  data.  One 
explanation  may  be  that  the  seasonal 
items  available  at  the  end  of  November 
had  been  removed  by  the  following 
February.  As  a  result,  FDA  has  not 
adjusted  its  i^alculations  to  accoimt  for 
these  discrepancies  (except  for  the  cost 
of  basket  racks  in  the  Wadiington,  E)C 
stores),  but  used  certain  insists  from 
these  visits  to  revise  the  Barents  Group’s 
imit  cost  assumptions,  as  follows: 

(i)  'The  agency  rejects  the  Barents 
Group’s  assumption  that  retailers  rather 
than  manufacturers  will  bear  the  costs 
of  replacing  promotional  unattached 
coimter  displays.  Because  many  of  these 
items  will  1^  moved  to  visible  locations 
bdiind  counters,  it  is  far  more  likely 
that  manufactxirers,  not  retailers,  would 
pay  for  replacements.  For  its  revised 
estimate,  therefore,  FDA  assiunes  that 
manufacturers  will  pay  replacement 
costs  for  imattached  coimler  displays. 
Although  total  costs  are  unchanged,  this 
assmnption  increases  the  costs  for 
manufacturers  by  $17  million  and 
decreases  the  costs  for  retrulers  by  an 
equal  amount. 

(ii)  A.  T.  Kearney  and  the  Barents 
Group  contradict  themselves  on  the  cost 
of  removing  disposable  display  cases.  A. 
T.  Kearney  describes  these  units  as 
temporary  displays  “frequently  foimd  in 
association  with  promotional  ofierings, 
sales,  or  seasonal  themes,”  but  assiunes 
that  retailers  will  replace  them  with 
permanent  self-stcmding  retml  pack 
cases  at  $250  each.  In  contrast,  the 
Barents  Group  calculations  imply  that  a 
distribution  services  company  will 
remove  each  display  for  a  fee  of  $150 
and  retailers  will  replace  each  item  for 
$50.  FDA  agrees  with  the  Barents  Group 
that  retailers  will  not  replace  temporary 
imits  with  permanent  retail  pack  cases. 


“ERG’S  Review  of  Docket  Materials 
Concerning  FDA’s  Proposed  Regulations  Covering 
Tobacco  Products:  Final  Site  Visit  Report,”  Eastern 
Research  Group,  April  22, 1996. 


I  1992  Nonempioyer  Statistics  Series  does  not 

without  payroll  for  this  category, 
without  payroH  for  this  category, 
ts  selling  tobacco  products  over-the-counter. 

Moreover,  if  a  marketing  representative 
can  throw  away  free-standing  ash  trays 
filled  with  sand,  as  noted  by  A.  T. 
Kearney,  then  a  marketing 
representative  can  also  dismantle  and 
throw  away  disposable  displays  made  of 
cardboard  and  plastic.  FDA  estimates, 
therefore,  that  instead  of  hiring  a 
distribution  services  company,  the 
manufscturer’s  representative  will  take 
no  more  than  15  minutes  to  remove 
each  disposable  unit,  install  a  new 
unattached  counter  display  and  restock 
any  excess  inventory  in  a  nonself¬ 
service  area.  This  assumption  decreases 
the  estimated  one-time  costs  by  $7 
million. 

(iii)  The  A.  T.  Kearney  cost-estimating 
methodology  for  the  self-service  ban 
implies  that  store  modifications  take 
place  in  a  sequential  pattern,  with  no 
allowances  for  economies  of  scale.  For 
example,  the  outlet  cost  for  hiring  a 
distribution  services  contractor  to 
relocate  or  replace  display  cases  was 
calculated  as  a  fixed  multiple  of  the 
number  of  cases  to  be  removed,  even 
though  many  establishments  must 
remove  several  display  cases.  This 
approach  overstates  costs  by  ignoring 
the  significant  scale  economies 
achievable  by  performing  all 
compliance  activities  at  one  time.  Thus, 
FDA  modified  A.  T.  Kearney’s 
distribution  services  costs  for  the 
removal,  relocation  and  installation  of 
small  attached,  retail  pack,  and  carton 
self-service  display  cases  by  assuming 
that  the  first  display  unit  in  an  outlet 
would  be  removed  at  a  unit  charge  of 
$90,  $150,  or  $185,  respectively,  but  that 
each  additional  unit  would  be  removed 
at  one-half  of  these  costs.  For  those 
stores  with  different  sizes  of  display 
cases,  the  first  unit  was  assumed  to  be 
the  most  expensive  to  remove  (e.g.,  a 
carton  display  would  be  considered  the 
first  item  when  there  is  also  a  retail  pack 
display  or  a  small  attached  display). 
Adjusting  for  these  scale  economies 
reduces  ^e  estimated  total  costs  by  $15 
million. 

(iv)  A.  T.  Kearney  assumed  that  many 
promotional  items,  such  as  signs  and 
clocks,  would  be  removed  by  a 
distribution  services  company  hired  by 
the  manufactmer.  FDA’s  consultants, 
however,  found  that  almost  all  of  the 
promotional  material  observed  could  be 
easily  removed  or  modified  by  retail 
personnel  or  marketing  representatives. 
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For  example,  rather  than  needing  a 
contractor  to  remove  the  Ughted  sign  in 
one  of  the  sampled  outlets,  ERG  found 
that  the  front  panel  was  easily 
removable  and  could  be  quickly 
replaced  by  £m  acceptable  panel. 
Although  a  few  signs  may  require 
substantial  time  to  dismantle,  most  of 
these  items  will  take  just  a  few  minutes 
to  remove.  To  account  for  this  range, 
FDA  assiimes  that  a  manufactmer’s 
representative  will  tak6  15  minutes  to 
remove  and  dispose  of  the  various 
exterior  signs,  banners,  clocks  and  news 
stand  displays,  as  well  as  the  interior 
Ughted  signs  and  clocks,  lowering  total 
costs  by  $27  milUon. 

(v)  A.  T.  Kearney  assiimed  that  many 
display  cases  located  in  nonself-service 
areas  would  be  removed  and  replaced, 
because  of  improper  advertising.  They 
assumed  that  the  manufacturer  would 
pay  for  the  removal  of  the  old  case  and 
the  installation  of  the  new  case,  but  that 
the  retailer  would  pinchase  the  new 
display  case.  Contrary  to  this  finding, 
FDA  consultants  found  no  sites  in  the 
Boston  or  Washington,  DC  regions 
where  it  was  necessary  to  replace 
nonself-service  displays.  Because  in 
each  instance,  all  visible  advertising 
could  be  altered  or  obscured,  retailers 
would  almost  always  opt  to  cover 
impermissible  advertising  rather  than  to 
purchase  new  display  cases  costing  up 
to  $300.  Accordingly,  FDA  estimated 
that  it  would  take  15  minutes  and  $5 
worth  of  stickers  to  cover  each  small 
attached  display;  25  minutes  and  $10 
worth  of  stickers  to  cover  each  retail 
pack  display;  and  35  minutes  and  $15 
worth  of  stickers  to  cover  each  carton 
display.  This  modification  decreases 
total  costs  by  $20  milUon. 

(vi)  Even  though  the  A.  T.  Kearney 
audit  identified  a  number  of  self-service 
display  cases  that  did  not  fit  in  the 
nonself-service  area  but  could  be 


retrofitted  with  locks,  the  Barents  Group 
did  not  include  cost  estimates  for  these 
items.  FDA  estimates  that  it  would  take 
30  minutes  of  retailer  time  and  cost 
about  $10  for  materials  to  add  a  lock  to 
these  display  cases,  increasing  the  total 
one-time  costs  by  $1.5  milUon. 

(vii)  In  its  analysis  of  the  1995 
proposed  regulation,  FDA 
acknowledged  that  the  required 
reconfiguration  of  tobacco  displays  may 
also  impose  added  labor  costs  for  some 
piutdiase  transactions,  especially  for 
those  stores  that  move  inventory  to 
areas  located  away  from  employee  work 
stations.  On  the  assumption  that  the  ban 
on  self-service  tobacco  displays  would 
require  10  seconds  of  additional  labor 
time  for  75  percent  of  all  retail 
transactions  involving  cartons,  FDA  had 
estimated  costs  of  about  $14  milUon  per 
year.  Although  a  few  comments 
indicated  that  the  self-service  ban 
would  increase  labor  costs,  the  Barents 
Group  did  not  include  such  costs  in  its 
assessment.  Nevertheless,  FDA  beUeves 
that  some  establishments,  particularly 
those  selling  a  substantial  number  of 
cigarette  cartons  that  could  not  be  stored 
within  easy  reach  of  a  checkout  station, 
could  experience  increased  annual  labor 
costs.  Thus,  FDA  recalculated  its 
estimate  based  on  the  updated  retail 
employee  compensation  rate  of  $9.51 
suggested  by  the  Barents  Group  and  the 
new  site  visit  data  from  the  A.  T. 
Kearney  study,  which  imply  that  only 
about  40  percent  of  cigarette  cartons  are 
purchased  at  estabUslments  that  sell 
cigarette  cartons  from  self-service  areas. 
These  adjustments  project  additional 
annual  labor  costs  of  about  $10.9 
milUon  per  year, 


Derived  from  assumption  that  10  percent  of 
carton  transactions  are  for  multiple  (2)  cartons,  and 
that  cartons  constitute  85  percent  of  tobacco  sales 
at  supermarketygrocery  stores,  general  merchandise 
stores,  drug  stores,  and  tobacco  stores,  and  10 


Except  for  those  adjustments,  FDA 
used  the  information  foimd  in  the  A.  T. 
Kearney  field  audit  to  develop  its 
revised  estimate.  For  comparison,  the 
original  Barents  Group  estimates  of  the 
munber  of  establishments  and  one-time 
point-of-sale  costs  (corrected  for 
miscalculations  as  described  above)  are 
shown  in  Table  6  and  FDA  estimates  of 
one-time  costs  in  Table  7.  Detailed 
summaries  of  the  FDA  one-time  cost 
estimates  are  presented  in  Table  8  and 
Table  9  and  indicate  that  costs  related 
to  self-service  display  cases  comprise  73 
percent  of  the  total,  followed  by  18 
percent  for  promotional  materials  and  9 
percent  for  nonself-service  display 
cases.  As  explained  above,  these 
estimates  assume  that  manufacturers 
will  bear  the  cost  of  removing  all 
promotional  items  and  retailers  will 
bear  the  cost  of  replacing  mgst 
functional  items.  Because  the  regulation 
places  the  removal  responsibiUty  on 
owners  of  the  materials,  FDA  does  not 
know  how  these  obUgations  will  be 
divided.  However,  if  retail  outlets, 
rather  than  manufacturers,  must  remove 
these  items,  the  overall  cost  to 
manufacturers  falls  by  about  $47  milUon 
and  the  cost  to  retailers  increases  by 
about  $17  milUon.  (Retail  compensation 
rates  are  about  one-third  of 
manufacturer  rates,  according  to  the 
Barents  Group  data).  The  following 
discussion  describes  specific 
compUance  costs  for  each  outlet 
category. 

BILUNQ  CODE  4160-01-F 


percent  of  tobacco  sales  at  other  outlets.  Tobacco 
sales  data  from  19S2  Census  of  Retail  Trade,  pp.  3- 
31.  Kearney  site  visits  found  that  80  percent  of 
general  merchandise  stores,  33  percent  of 
supermarket/grocery  stores,  25  percent  of 
convenience  stores,  17  percent  of  service  stations, 
30  percent  of  drug  stores,  42  percent  of  tobacco 
stores  had  self-service  carton  display  cases. 
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e.  General  merchandise  stores.  None 
of  the  general  merchandise  stores  in  the 
A.  T.  Kearney  seimple  had  exterior 
promotional  materials  and  only  a  few 
had  interior  promotional  materials. 
Eighty  percent  of  the  stores  had  only 
self-service  displays,  with  carton 
displays  more  numerous  than  pack 
displays  at  these  locations.  The  average 
per  facility  one-time  costs  estimated  by 
FDA  were  $919.  Overall,  97  percent  of 
the  outlet  costs  related  to  the 
replacement  of  self-service  display 
cases,  although  in  some  general 
merchandise  stores,  tobacco  products 
were  stocked  on  shelves  rather  than  in 
special  display  cases,  which  suggests 
that  the  costs  for  this  business  category 
may  be  overstated. 

f.  Supermarket/grocery.  Unlike 
general  merchandise  stores, 
supermarkets  had  significant 
promotional  materials.  While  both 
packs  and  cartons  were  sold  at  most 
locations,  over  75  percent  of  the  stores 
already  had  nonself-service  display 
areas.  FDA  estimates  per  facility  costs  at 
$810.  Self-service  display  case  removal 
and  replacement  amount  to  85  percent 
of  the  total  cost,  whereas  promotional 
materials  account  for  14  percent. 
Commenting  on  the  feasibility  of  the 
proposed  FDA  self-service  ban,  the  Food 
Marketing  Institute  argued  that  most 
retail  food  stores  do  not  have  adequate 
space  at  checkout  lines  for  tobacco 
products  and  rejected  the  practicability 
of  alternative  procedures.  They 
suggested  that  the  only  option  available 
to  many  food  retailers  would  be  to 
remodel  and  set-up  a  controlled  area  for 
the  sale  of  tobacco  products,  costing  up 
to  $50,000  per  store.  The  A.  T.  Kearney 
audit,  however,  foimd  that  a  majority  of 
supermarket/grocery  stores  have  already 
installed  nonself-service  areas  for 
tobacco  products  and  would  not  need  to 
reconfigure  their  stores.  While  some 
establishments  will  incur  costs  above 
the  average,  the  A.  T.  Ke£imey  site  visit 
data  suggest  that  most  stores  could 
comply  by  either  moving  inventory  to 
nonself-service  areas  or  by  purchasing 
new  displays  that  are  compatible  with 
existing  store  configiirations. 

g.  Convenience  stores.  Stores  in  this 
category  exhibited  nvunerous  interior 
and  exterior  promotional  items.  All  of 
the  convenience  stores  surveyed  had 
nonself-service  display  cases  and  50 
percent  had  carton  displays.  FDA 
estimates  per  facility  costs  of  $364. 
Costs  for  removing  and  replacing  self- 
service  display  cases  made  up  59 
percent  of  the  total,  while  costs  for 
promotional  materials  and  nonself- 


^service  display  cases  were  28  percent 
and  14  percent,  respectively. 

The  Nationid  Association  of 
Convenience  Stores  (NACS)  faulted 
FDA  on  its  assumption  that  the  main 
cost  of  the  self-service  ban  would  be  to 
relocate  tobacco  product  inventory, 
contending  that  their  members  would 
inou'  thousands  of  dollars  in 
reconfiguration  costs.  According  to 
NACS: 

[ijt  is  largely  irrelevant  that  retailers 
already  keep  packs  behind  the  counter.  Many 
NACS  members  keep  large  quantities  of 
packs  and  cartons  in  self-service  displays  and 
would  have  to  reconfigure  their  stores  to 
comply  with  the  ban  on  self-service  sales. 
Based  on  an  estimate  fi:om  one  member 
with  a  high  volume  of  self-service 
cigarette  sales,  NACS  suggested  it  cotild 
cost  $4,320  and  $10,120,  respectively,  to 
reconfigure  a  newer  and  older 
convenience  store. 

Based  on  other  evidence,  however, 
FDA  does  not  befieve  that  a  large 
ntunber  of  stores  will  be  forced  to 
undergo  extensive  modifications  and 
finds  that  most  convenience  stores  can 
adequately  adapt  space  either  behind  or 
above  checkout  coimters.  As  noted 
earlier,  one  regional  survey  reported 
that  retail  outlets  readily  complied  with 
local  self-service  restrictions  without 
architectural  remodeling  or  substantial 
refitting  of  checkout  coimters  or  store 
aisles.  Space  above  counters  is 
typically  available  for  display  cases 
either  by  suspending  a  case  from  the 
ceiling  or  by  supporting  a  case  on  beams 
fi’om  the  coimter.  In  its  survey,  A.  T. 
Kearney  found  at  least  some  tobacco 
products  sold  from  nonself-service 
space  in  every  convenience  store. 
Although  it  is  possible  that  stores  might 
incur  added  inventory  handling  costs  if 
this  space  were  smaller  than  optimal, 
FDA  concludes  that  major 
reconfiguration  would  rarely  be 
required  and  relies  on  the  A.  T.  Kearney 
survey  data,  as  adjusted,  to  project 
average  costs  for  this  sector. 

h.  Convenience  stores  with  gas.  Like 
convenience  stores  without  gas,  these 
establishments  had  nvunerous  interior 
and  exterior  promotional  materials. 
About  89  percent  of  the  stores  surveyed 
had  nonself-service  display  cases.  FDA 
estimates  per  facility  costs  of  $213. 
Consistent  with  the  findings  of  the 
Barents  Group,  the  average  outlet  cost 


**®Kropp,  R.,  “A  Position  Paper  on  Reducing 
Tobacco  Sales  to  Minors  by  Prohibiting  the  Sale  of 
Tobacco  Products  by  Means  of  Self-Service 
Merchandising  and  Requiring  Qnly  Vendor- 
Assisted  Tobacco  Sales,”  North  Bay  Health 
Resources  Center,  Stop  Tobacco  Access  for  Minors 
Project  (STAMP),  Petaluma,  CA,  p.  5,  November  3, 
1994. 


for  this  se^or  is  about  one-half  that  of 
convenience  stores  without  gas. 

In  comiaents  to  the  1995  proposed 
rule,  the  Society  of  Independent 
C^soline  Marketers  of  America  (SIGMA) 
did  not  present  specific  data  on  the  cost 
to  their  members,  but  indicated  that 
many  members  would  be  required  to 
reconfigure  their  stores.  They  stated 
that: 

[mjany  SIGMA  members  keep  large 
quantities  of  packs  and  cartons  in  self-service 
displays  and  would  have  to  reconfigure  their 
stores  to  comply  with  the  ban  on  self-service 
sales.  At  a  minimum,  these  members  would 
have  to  install  new  cabinets  to  accommodate 
tobacco  products  behind  the  counter.  Many 
members  would  have  to  enlarge  the  counter 
area  to  make  room  for  the  new  cabinets. 

In  contrast,  the  A.  T.  Kearney  field  audit 
found  few  convenience  stores  with  gas 
that  have  self-service  displays,  other 
than  imattached  promotion^  counter 
displays.  Costs  to  remove  or  replace 
promotional  cotmter  displays  will  be 
borne  primarily  by  manufacturers,  not 
retailers.  In  sum,  the  costs  for  self- 
service  display  cases  amount  to  about 
31  percent  of  the  total,  promotional 
material  30  percent,  and  nonself-service 
display  cases  39  percent. 

i.  Service  stations.  These 
establishments  had  both  interior  and 
exterior  promotional  material.  Seventy- 
five  percent  of  the  locations  surveyed 
had  only  nonself-service  display  cases 
and  one-fourth  had  carton  displays. 

FDA  estimates  the  per  facility  cost  at 
$122. 

j.  Drug  stores.  Drug  store  outlets  had 
few  exterior  and  interior  promotional 
materials.  As  in  general  merchandise 
stores,  tobacco  products  were  stocked 
on  shelves  in  some  locations.  Ninety 
percent  of  the  stores  surveyed  by  A.  T. 
Kearney  already  had  nonself-service 
displays  and  approximately  70  percent 
had  carton  displays.  FDA  estimated 
$160  cost  per  facility  for  this  category  of 
business.  About  93  percent  of  the  toted 
one-time  costs  are  for  replacement  of 
self-service  display  cases. 

k.  Tobacco  stores.  These  stores  had 
substantial  promotioned  materials  and 
multiple  display  cases.  FDA  estimates 
per  facility  costs  of  $2,175.  About  94 
percent  of  the  costs  are  for  self-service 
display  cases,  with  promotional 
materials  and  nonself-service  display 
cases  dividing  the  remaining  6  percent. 
While  not  reflected  in  the  cost  totals, 
these  estabUshments  may  choose  to 
operate  as  "adult  only"  restricted  areas 
to  avoid  replacing  self-service  display 
cases. 

l.  Other  establishments.  This  category 
includes  eating/drinking  estabUshments 
and  miscellaneous  retail  stores,  which 
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were  excluded  the  A.  T.  Kearney 
audit,  plus  the  estimated  100,000 
nonret^  estabUshments  that  sell 
tobacco  products  OTC,  such  as  hotels, 
factories  and  sporting  faciUties.  Due  to 
the  low  voliune  of  tc^cco  product  sales 
at  these  establishments,  FDA  assiuned 
that  only  a  small  quantity  of  packs  and 
no  cartons  would  be  sold.  Lacking 
detailed  data,  FDA  assigned  costs  of  $19 
per  outlet,  based  on  the  costs  of 
removing  promotional  materials  and 
relocating  and  replacing  small  attached 
display  cases,  as  reported  for  drug 
stores. 

3.  Label  Changes 

The  final  regulation  requires  that  the 
tobacco  product  package  contain  the 
established  name  of  the  tobacco  product 
in  a  specified  size.  FDA  estimated  the 
compliance  costs  for  printing  new  labels 
in  its  earlier  analysis  of  the  proposed 
regulation  and  has  received  no 
comments  that  improve  those  original 
estimates. 

Approximately  933  varieties  of 
cigarettes  are  ciurrently  produced  in  the 
United  States.  3'®  FDA  does  not  have 
information  on  the  number  of  smokeless 
tobacco  varieties,  but  assumes  that  the 
total  number  of  cigarette  and  smokeless 
tobacco  varieties  is  roughly  1,000. 
Because  most  varieties  of  cigarettes  are 
packaged  in  both  single  pad^  and 
cartons,  the  total  number  of  labels  is 
assiuned  to  number  about  2,000. 

FDA  used  two  approaches  to  estimate 
the  cost  to  industry  of  changing  these 
labels.  The  first  approach  relied  on 
information  compiled  by  The  Research 
Triangle  Institute  (RTI)  for  its  report  to 
FDA  on  the  cost  of  changing  food 
labels.  RTI  reported  a  cost  of  about 
$700  for  a  1-color  change  in  a 
lithographic  printing  process.  FDA 
multipUed  this  figure  by  4  to  account  for 
a  2-color  change  on  the  actual  warning 
labels  and  an  additional  2  colors  for 
modifications  to  the  existing  label  to 
make  room  for  the  warning  label.  This 
calculation  yielded  incremental  printing 
costs  of  about  $2,800  per  label,  or  $5.6 
million  for  all  2,000  varieties  of  affected 
tobacco  products.  Adjusting  this  figure 
downwanl  by  RTI’s  methodology  to 
account  for  the  current  finquency  of 
label  redesign  predicts  that  the  total 
one-time  cost  of  completing  these  label 
changes  within  a  1-year  compliance 


SIS  “Tar,  Nicotine,  and  Carbon  Monoxide  of  the 
Smoke  of  933  Varieties  of  Domestic  Cigarettes,” 
Federal  Trade  Commission,  1994. 

3*0  French,  M.  T.,  D.  M.  Neighbors,  L  K.  Carswell, 
K.  B.  Heller,  and  G.  L.  McDougal,  “Compliance 
Costs  of  Food  Labeling  Regulations,"  Final  Report, 
RTI  Project  Number  233U-3972-02  DFR,  January 
1991. 


period  would  be  approximately  $4 
million. 

The  second  approach  was  to  use  cost 
information  provided  in  the  regulatory 
impact  analysis  of  a  roughly  comparable 
Canadian  relation.  ^21  The  Canadian 
Government  estimated  a  cost  of  $30 
million  to  change  labels  for  about  300 
cigarette  varieties.  Most  Canadian 
cigarettes  are  likewise  sold  in  two  sizes, 
but  about  20  percent  are  also  sold  in  flip 
top  packages.  Canadian  labels, 
however,  are  typically  printed  using  a 
gravure  method;  which,  according  to 
RTI,  is  about  3.5  times  as  expensive  as 
the  lithography  process  used  in  the 
United  States.  Adjusting  the  Canadian 
estimate  upward,  to  accoimt  for  the 
larger  number  of  cigarette  and 
smokeless  tobacco  varieties  in  the 
United  States;  and  downward,  for  the 
smaller  number  of  packages  per  variety 
and  the  smaller  cost  of  the  Uthography 
printing  process,  provides  a  $17  million 
estimate  for  the  total  cost  of  these  label 
changes. 

4.  Educational  Program 

FDA  may  issue  notification  orders 
under  section  518(a)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (the  act) 
(21  U.S.C.360h(a))  to  require 
manufacturers  of  cigarettes  and 
smokeless  tobacco  products  to  fund 
consumer  educational  programs.  While 
the  precise  details  of  these  orders  are 
still  under  development,  these  orders 
may  involve  the  achievement  of  specific 
performance  objectives  by  directing 
manufacturers  to  initiate  informational 
programs  designed  to  transmit  messages 
that  will  reach  the  majority  of  young 
people.  The  1995  proposed  regulation 
dirked  manufacturers  to  spend  at  least 
$150  million  armually  on  this  program. 
While  industry  comments  were  critical, 
many  other  comments  suggested  that 
this  figure  was  too  low.  One  comment 
noted  that  $150  million  is  equivalent  to 
about  one  week  of  pro-tobacco 
expenditures  and  another  that  the 
industry  gained  $221  million  in  profits 
from  underage  sales.  Still  another 
pointed  out  that  the  current  dollar  value 
of  the  informational  advertising  that  was 
conducted  under  the  Fairness  Doctrine 
would  amount  to  about  $300  million  per 
year.  One  study  appears  to  indicate  that 
75  percent  of  adolescents  aged  12  to  17 
could  have  been  reached  in  1985  to 


3*3  Department  of  National  Health  and  Welfare, 
“Tobacco  Products  Control  Regulations, 
amendment,”  Canada  Gazette,  Part  n,  vol.  127,  No. 
16,  pp.  3277-3294,  August  11, 1993. 
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communication,  February  1, 1995. 


1986  with  multiple  messages  at  a  cost  of 
about  $17  million  a  year.  FDA  is  still 
evaluating  various  types  of 
informational  programs,  wdth  respect  to 
both  effectiveness  and  practicality. 

Before  a  final  decision  is  reached,  the 
agency  will  determine  the  costs  of 
selected  alternatives. 

5.  Restricted  Advertising  and 
Promotional  Activities 

a.  Tobacco  industry.  The 
determination  of  the  societed  costs 
attributable  to  the  restrictions  on 
tobacco  product  advertising  and 
promotion  is  complex.  While  tiiere  is  no 
doubt  that  individual  manufacturers 
realize  enhanced  goodwill  asset  values 
fixim  advertising  programs,  the  industry 
has  long  held  that  advertising  prompts 
brand-switching,  but  does  not  increase 
aggregate  sales.  Of  course,  if  this  were 
true,  advertising  would  be  improfitable 
from  the  standpoint  of  the  industry  as 

a  whole  and  reduced  levels  would 
increase  rather  than  decrease  aggregate 
industry  profits.  In  addition,  if  the 
primary  motivation  for  tobacco 
advertising  is  to  promote  brand¬ 
switching,  then,  as  long  as  all  firms  are 
equally  restricted  fit)m  advertising,  the 
above  mentioned  loss  in  goodwill  value 
will  be  substantially  reduced. 

In  its  comments,  the  tobacco  industry 
claimed  that  tobacco  advertising  and 
promotion  have  virtually  no  effect  on 
youth  consumption.  Although  FDA  does 
not  accept  this  claim,  the  agency  does 
not  consider  the  expected  voluntary 
reduction  in  the  consumption  of  tobacco 
products  to  be  a  societal  cost.  Although 
industry  sales  wall  fall,  they  will  reflect 
new  consumer  preferences  and 
consumer  dollars  no  longer  used  on 
tobacco  products  wall  be  redirected  to 
other  more  highly  valued  areas.  Thus, 
for  the  most  part,  the  resulting  reduction 
in  industry  sales  are  not  net  costs  and 
the  potential  magnitude  of  this  revenue 
transfer  is  discussed  below  imder  the 
heading  of  Distributional  Effects. 
Moreover,  as  showm  in  that  discussion, 
any  short-term  fiictional  or  relocation 
impacts  will  be  significantly  moderated 
by  the  gradual  phase-in  of  the  economic 
effects. 

b.  Advertising  industries.  In  its 
original  analysis,  FDA  argued  that 
advertising  and  promotional  restrictions 
wrill  impose  no  long  term  net  costs  on 
society.  The  Barents  Group’s  study 
found  that  the  various  suppliers  of 


3*3  Bauman,  K.  E.,  J.  D.  Brown,  E.  S.  Bryan,  L.  A. 
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industry  advertising  will  incur 
substantial  regulatory  costs.  It  estimated 
that  illustrative  annual  costs  for  this 
sector  could  reach  $722  million  to  $2.17 
billion,  or  up  to  one-half  of  its  estimate 
of  the  total  costs  of  the  FDA  proposal. 

Upon  review,  FDA  remains  fimly 
convinced  that  its  original  position  was 
correct.  That  is,  from  the  standpoint  of 
assessing  societal  costs  and  benefits, 
reduced  revenues  from  tobacco 
advertising  and  promotional  activities 
are  not  net  costs  and  are  appropriately 
considered  a  distribution^  impact. 
Indeed,  FDA  believes  that  a  strong 
argument  can  be  made  that,  even 
irrespective  of  health  benefits,  these 
advertising  restrictions  will  decrease  net 
societal  costs  by  firming  productive 
resources  for  alternative  uses.  This  does 
not  imply  that  no  individual  busines:: 
entities  will  be  negatively  impacted. 
Many  of  the  companies  that  currently 
benefit  firom  tobacco  promotions  (e.g., 
advertising  agencies,  publishers, 
sporting  event  promoters)  will  suffer 
lost  revenues  and  those  firms  that 
specialize  in  those  activities  may  lose  a 
substantial  part  of  their  business. 
Nevertheless,  frum  a  societal 
perspective,  these  losses  will  be 
counterbalanced  by  an  increase  in 
demand  for  other  consiunption  and 
investment  goods,  so  that  nontobacco- 
related  entities  will  gain  sales.  Although 
overlooked  in  most  industry  comments, 
this  result  is  acknowledged  within  the 
comments  submitted  for  the  Tobacco 
Institute  by  the  Barents  Group: 

A  key  assumption  in  the  simulations  is 
that,  when  tobacco  product  manufacturers 
decrease  their  advertising  expenditures,  the 
money  not  spent  translates  into  increased 
profits  for  the  industry.  The  increased  profits 
ultimately  end  up  in  the  hands  of  the 
companies’  owners  (shareholders)  either  as 
direct  payouts  or  as  investments  on  their 
behalf  in  other  lines  of  business.  In  general, 
these  profits  are  ultimately  recycled  into 
increased  consumption  and  investment  by 
the  owners  of  the  companies. 

That  report  also  reveals  the  tmderlying 
distributional  nature  of  the  impacts  by 
!  explaining  that  its  modeling 

1  incorporates  the  assumption  that: 

!  *  *  *  in  the  long  run  economic  losses  in 

I  one  sector  of  the  economy  will  be 

!  redistributed  to  other  sectors  of  the  economy, 

J  i.e.,  winners  and  losers  will  generally  balance 

i  out  for  the  economy  as  a  whole. 

:  Further  discussion  of  the  impact  of 

*  these  revenue  transfers  is  included 

I!  below  tmder  the  section  on 

I  “Distributional  Effects.” 

c.  Retail  sector.  In  addition  to  the 
previously  estimated  direct  costs 
associated  with  the  removal  of 
prohibited  point-of-purchase 
advertising,  promotional  restrictions 


will  impact  the  retail  sector  because 
th^y  will  lead  to  a  long-term  decline  in 
tobacco  products  sales  and  a  potential 
fall  in  promotional  allowances  (slotting  * 
fees)  fium  manufaCtmers.  Once  again, 
these  impacts  are  not  net  societal  costs, 
since  reduced  tobacco  product  sales  will 
be  counterbalanced  by  increased  sales 
for  other  products  or  services;  and 
smaller  promotional  allowances,  if  they 
occtu,  are  gains  to  tobacco 
manufacturers  that  would  be  used  for 
other  purchases.  Consequently,  these 
impacts  also  are  examined  below  under 
“Distributional  Effects.” 

d.  Consumers.  Advertising  restrictions 
may  impose  costs  on  society  if  they 
disrupt  the  dissemination  of  relevant 
information  to  consumers.  Firms  engage 
in  advertising  to  inform  potential 
customers  about  their  product 
(informative  advertising)  or  to  persuade 
customers  that  a  product  is  desirable 
(persuasive  advertising).  According  to 
the  FTC’s  Bureau  of  Economics,  the 
beqefits  of  advertising  derive  from: 

*  *  *  its  role  in  increasing  the  flow  and 
reducing  the  cost  of  information  to 
consumers  *  •  •  First,  advertising  provides 
information  about  product  characteristics 
that  enables  consumers  to  make  better 
choices  among  available  goods  *  *  * 

Second,  theoretical  arguments  and  empirical 
studies  indicate  that  advertising  increases 
new  entry  and  price  competition  and  hence 
reduces  market  power  and  prices  in  at  least 
some  industries  *  *  *.  Third,  advertising 
facilitates  the  development  of  brand 
reputations.  A  reputation,  in  turn,  gives  a 
firm  an  incentive  to  provide  products  that  are 
of  consistently  high  quality,  that  live  up  to 
claims  that  are  made  for  them,  and  that 
satisfy  consumers. 

FDA  has  considered  each  of  these 
issues.  First,  while  agreeing  that  many 
forms  of  advertising  offer  substantial 
benefits  to  consumers,  the  agency 
nevertheless  believes  that  consumers 
will  lose  little  utility  from  these 
particular  advertising  restrictions.  The 
regulation  does  not  prohibit  factual, 
written  advertising.  Thus,  the  rule  will 
not  impede  the  dissemination  of 
important  information  to  most 
consmners.  In  its  preliminary  analysis, 
the  agency  concluded  that,  “[wjhile 
imagery  and  promotional  activities  may 
be  important  determinants  of  consvuner 
perceptions  and  sales,  they  typically 
provide  little  meaningful  information  on 
essential  distinctions  among  competing 
tobacco  products”  (60  FR  41314  at 
41368). 


Recommendations  of  the  Staff  of  the  Federal 
Trade  Commission,  “Omnibus  Petition  for 
Regulation  of  Unfair  and  Deceptive  Alcoholic 
Beverage  Advertising  and  Marketing  Practices,” 
Appendix  A,  pp.  3-4,  March  1985. 


One  industry  comment  strongly 
opposed  this  position,  arguing  &at 
advertising  is  important  for  product 
improvement  and  that  past  restrictions 
on  the  advertising  of  “low  tar”  products 
retarded  product  innovation.  'The  crux 
of  the  argument  is  that  color  and/or 
imagery  are  prerequisites  for 
disseminating  relevant  quality 
information  and  that,  in  its  absence, 
consiuners  could  not  be  adequately 
informed  about  the  merits  of  new 
products.  FDA,  however,  is  not 
persuaded  that  manufacturers  will  be 
imable  to  convey  vital  information.  The 
agency  finds  that  true  product 
improvements  in  this  industry  are  rare, 
but  where  they  exist,  manufacturers 
could  rely  on  traditional  ads  in  adult- 
oriented  publications  and  on  “text 
only”  advertising  elsewhere.  Moreover, 
FDA  and  other  public  health  agencies 
would  likely  coordinate  with  companies 
in  disseminating  truly  important 
consumer  safety  information. 

The  implications  of  FTC's  second 
point,  which  addresses  the  effect  of 
advertising  restrictions  on  market  power 
and  prices,  are  less  certain,  as  various 
empirical  studies  have  reached 
corrflicting  conclusions.  One  mdustry 
conunent  insisted  that  FDA’s  regulation 
will  deprive  consmners  of  the  benefits 
of  competition,  stating  that, 
“(ulndoubtedly  the  clearest  measure  of 
consumer  benefit  is  the  effect  of 
advertising  on  price.”  To  support  this 
view,  the  comment  references  several 
studies  that  demonstrate  the  ability  of 
advertising  to  reduce  product  prices. 

The  comment  also  contended  that  the 
“[e]limination  of  advertising  will 
predictably  consolidate  the  market  as 
marginal  brands  are  abandoned  and 
fewer  brands  are  introduced”  and  that, 
“[o]ver  time  this  can  also  reduce  the 
number  of  players,  as  companies  with 
dominant  brands  drive  out  others.” 

FDA  agrees  that  advertising  can  often 
lead  to  decreased  product  prices,  but 
notes  that  the  other  industries 
referenced  (e.g.,  eyeglasses  and 
pharmaceuticals)  are  much  more 
competitive  than  tobacco  products. 
Moreover,  economists  have  foimd  that 
advertising  can  also  serve  as  a  barrier  to 
entry  in  oligopolistic  industries.  One 
author,  for  example,  determined  that 
ready-to-eat  breakfast  foods  companies 
used  advertising  programs  to  support 
brand  proliferation  strategies  in  order  to 
dominate  retail  shelf  space,  These 
programs  helped  to  keep  new  firms  out. 
a]jid  prices  high  without  necessarily 

32S  Sutton,  J.,  “Sunk  Costs  and  Market  Structure,” 
The  MTT  Press,  Cambridge,  Massachusetts,  pp.  229- 
247, 1991. 
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embodying  improved  quality.  Thus,  in 
certain  circumstances,  oligopolistic 
firms  can  use  extensive  advertising  to 
create  barriers  for  suppressing 
iimovation  and  competition.  FDA 
cannot  determine  whether  tobacco 
advertising  restrictions  would 
ultimately  increase  or  decrease  product 
prices. 

Finally,  FTC’s  third  point,  which 
emphasizes  the  positive  aspects  of 
advertising  in  supporting  brand 
reputations,  is  more  relevant  for  long- 
lived  items,  such  as  consiuner  durables, 
where  purchases  are  infi«quent  or 
personal  experience  is  inadequate. 
Advertising  is  less  likely  to  play  a  key 
role  in  assuring  high  quality  levels  for 
tobacco  products,  where  consiuner 
search  costs  are  low  and  a  brand’s 
reputation  for  quality  is  tested  by 
consumers  every  day.  For  these 
products,  high  quality  will  remain  a 
prerequisite  of  commercial  success 
irrespective  of  advertising  strategies. 

Other  analysts  suggest  still  other 
potential  attributes  of  product 
advertising.  For  example,  according  to 
F.  M.  Scherer,  author  of  a  widely  read 
text  on  industrial  organization: 

Advertising  is  art,  and  some  of  it  is  good 
art,  with  cultural  or  enteitainment  value  in 
its  own  right.  In  addition,  it  can  be  argued 
that  consmners  derive  pleasure  from  the 
image  advertising  imparts  to  products,  above 
and  beyond  the  salisfection  flowing  in  some 
organic  sense  from  the  physical  attributes  of 
the  products.  There  is  no  simple  case  in  logic 
for  distinguishing  between  the  utility  people 
obtain  from  what  they  think  they  are  getting 
and  what  they  actually  receive.  As  Galbraith 
observed,  “The  New  ^rk  housewife  who 
was  forced  to  do  without  Macy’s  advertising 
would  have  a  sense  of  loss  second  only  to 
that  from  doing  without  Macy’s.”  *2® 

Similarly,  Becker  and  Murphy  have 
argued  that  advertisements  should  be 
considered  “goods”  if  people  are  willing 
to  pay  for  them  and  as  “bads”  if  people 
must  be  paid  to  accept  them,  They 
explain  that,  in  general,  the  more  easily 
the  advertisements  can  be  ignored,  the 
more  likely  it  is  that  the  ads  themselves 
provide  utility  to  consumers. 

Newspaper  and  magazine 
advertisements,  for  example,  must 
provide  positive  consiuner  utility  or 
they  would  be  ignored  by  readers.  This 
fin^  rule  allows  such  advertisements  to 
continue,  some  in  their  current  form, 
others  in  a  text-only  format.  (In  fact, 
industry  outlays  for  newspaper  and 
magazine  advertisements  have  dropped 


Scherer,  F.  M.,  Industrial  Market  Structure 
and  Economic  Performance,  2nd  edition,  foind 
McNally  College  Publishing  Co.,  Chicago,  IL,  p.  380, 
1980. 


sharply  in  recent  years  and  currently 
constitute  less  thw  5  percent  of  the 
indi^try’s  total  advertising  and 
•  promotion  budget),  Conversely,  the 
extraordinary  growth  in  industry 
advertising  and  promotion  has  occurred 
in  areas  that  are  typically  bundled  with 
other  products,  or  placed  in  prominent 
public  settings  that  are  difficult  to 
ignore.  Thus,  there  is  considerable 
question  about  ^  contribution  of  these 
programs  to  consumer  utility. 

6.  Training 

a.  Retailers.  The  final  regulation  does 
.not  explicitly  require  retail  employees 
who  sell  tobacco  products  to  be  trained 
in  checking  customer  I.D.’s.  FDA 
understands,  however,  that  some 
training  is  essential  to  effective 
performance.  In  its  analysis  of  the 
proposed  regulation,  FDA  estimated 
total  annual  costs  of  $10  million  for 
employee  training.at  retail  outlets.  This 
estimate  assumed  that  an  average  of  12 
employees  per  store  at  467,000  retail 
stores  (assuming  1/3  of  700,000  stores 
already  conducted  training)  would 
receive  15  minutes  of  training  at  a 
compensation  rate  of  $7.41/hour.  The 
Barents  Group  commented  that  FDA’s 
analysis  did  not  account  for  many 
individual  cost  elements,  resulting  in  a 
significant  underestimate  of  total 
training  costs.  It  estimated  one-time 
training  costs  of  $184  to  $257  million 
and  recurring  annual  training  costs  of 
$48  to  $67  million. 

Specifically,  the  Barents  Group  stated 
that  FDA  relied  on  outdated 
compensation  data.  FDA  had  obtained 
these  data  from  a  1992  report  prepared 
by  Price  Waterhouse  for  the  Tobacco 
Institute,  but  agrees  that  more  recent 
data  are  available  and  employs  the 
suggested  compensation  rate  of  $9.51  for 
its  revised  estimate.  The  Barents  Group 
also  claimed  that  FDA  failed  to  consider 
recurring  training  costs  due  to  annual 
employee  turnover  and  annual 
up^ting,  focusing  instead  on  one-time 
training  costs  only.  This  criticism  is  not 
valid.  Table  2  of  ^e  original  analysis 
(60  FR  41314  at  41360)  clearly  lists 
training  costs  for  retail  establishments 
£is  an  annual  operating  cost  and  the  text 
(60  FR  41314  at  41367)  refers  to  a  “per 
year”  cost.  Because  employees  would  be 
trained  when  first  hired,  this  estimate 
implied  a  100  percent  employee 
turnover  rate. 


Becker,  G.  S.,  and  K.  M.  Murphy,  “A  Simple 
Theory  of  Advertising  as  a  Good  or  Bad,”  Quarterly 
Journal  of  Economics,  vol.  108,  p.  941,  November 
1993. 


To  refine  its  analysis,  however.  FDA 
has  disaggregated  the  cost  elements. 
Although  the  Barents  Group  accepted 
FDA’s  preliminary  estimate  of  12 
employees  p>er  retail  store,  FDA  now 
believes  that  this  figure  is  accurate  only 
for  retail  stores  with  payroll.  Stores 
without  payroll  constitute  a  significant 
percentage  of  the  stores  selling  tobacco 
products  and,  on  average,  are  much 
smaller.  As  explained  above,  FDA 
estimates  that  about  600,000 
establishments  will  sell  over-the- 
counter  tcbacco  products,  including  the 
100,000  that  replace  those  vending 
machines  that  are  removed.  Table  10 
presents  the  data  that  underlie  FDA’s 
revised  estimates  of  the  number  of 
employees  who  will  be  trained.  For 
existing  retml  establishments  with 
payroll,  FDA  assumes  that  training  will 
be  neede'd  for  all  employees  in  the 
affected  outlets,  except  in  General 
Merchandise  and  Supermarket/Grocery 
stores,  where  one-thiid  of  the  employees 
will  be  trained.  For  establishments 
without  payroll,  nonretail 
establishments,  and  new  establishments 
replacing  vending  machines.  Census 
data  on  the  numW  of  employees  is  not 
available,  but  FDA  assumes  that  an 
average  of  six  employees  will  be  trained. 
As  shown  in  Table  10,  these 
calculations  indicate  that  training  will 
be  required  for  a  total  of  4.2  million 
workers. 

The  Barents  Group  further  faulted 
FDA  for  underestimating  the  training 
time  that  would  be  required  to  eilucate 
retail  sales  clerks  about  recognizing 
proper  forms  of  identification  euid 
handling  related  customer  service 
problems.  It  assumed  that  2  hours  of 
training  would  be  necessary.  FDA, 
however,  reviewed  the  time  needed  to 
present  the  training  materials  finm 
several  corporate  entities  and  finds  that 
they  need  not  exceed  one  hour.  For 
example,  one  large  convenience  store 
corporation  uses  a  45  minute  training 
videotape  that  covers  the  sale  of  tobacco 
products,  but  also  covers  the  sale  of 
alcohol  Emd  possible  inhalants, 
including  means  for  recognizing 
inebriated  or  drugged  individuals. 
Moreover,  many  establishments, 
especially  small  stores,  will  provide  no 
formal  training,  but  will  provide 
instruction  during  the  work  day  with 
minimal  lost  time.  Thus,  FDA  believes 
that  average  costs  are  reasonably  based 
on  a  1-hour  training  program. 


32S  Federal  Trade  Commission  Report  to  Congress 
for  1993:  Pursuant  to  tbe  Federal  Cigarette  Labeling 
and  Advertising  Act,  issued  1995. 
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TABLE  10.— NUMBER  OF  EMPLOYEES  TO  BE  TRAINED 


s- 

Payroll  Establishments 

NonpayroH  Establishments 

Kind  of  Business 

Establishments 
SeHtng  Tobacco 
Products 

Employees 
Per  Store 

i 

Percent 

Trained 

No.  of 
Employees 
Trairied 

Establish¬ 
ments  Sell¬ 
ing  Tobacco 
Products 

No.  of 
Employees 
Train^' 

Total 

Employees 

Trained 

General  Merchandise 

12,117 

60.1 

33% 

242,593 

9,807 

58,842 

301,435 

Supermarket/Grocery 

71,240 

20.9 

33% 

497,253 

54,538 

327,228 

824,481 

Coiwenience  Store/no  gas 

29,400 

5.6 

100% 

164,718 

— 

_ 

164,718 

Convience  Store/gas 

51,913 

6.8 

100% 

353,868 

— 

— 

353,868 

Gas  Station 

37,958 

6.0 

100% 

228,002 

7,581 

45,486 

273,488 

Eating  Place 

11,992 

16.5 

100% 

198,212 

18,390 

216,602 

Drinking  Place 

10,745 

5.4 

100% 

58,498 

5,336 

32,016 

90,514 

Drug/Proprietary  Store 

29,046 

12.2 

100% 

354,730 

1,829 

10,974 

365,704 

Specialty  Tobacco 

1,477 

3.7 

100% 

5,530 

— 

— 

5,530 

Miscellaneous 

24,995 

5.2 

100% 

130,253 

44,879 

269,274 

399,527 

Retail  Subtotal 

NonretaiP 

Converted  VerKkng  Machines^ 

280,883 

2,233,656 

127,035 

762,210 

2,995,867 

600,000 

600,000 

Total 

• 

4,195,867 

'Assumes  6  employees  per  establishment. 

^Assumes  100,000  outlets  with  6  employees  to  be  trained. 

Sources:  Table  4  for  description  of  establishment  data;  1992  Census  of  Retail  Trade.  Subject  Series:  Establishment  and  Firm  Size  (Table  1) 
for  employment  data;  FDA  estimates  for  percent  trained. 


Adopting  FDA’s  original  estimate  that 
about  one-third  of  all  affected 
establishments  already  provide 
employee  training  (also  assumed  by  the 
Barents  Group),  implies  one-time 
employee  training  costs  of  $26.6  million 
(4.2  million  employees  x  2/3  x  $9.51). 
The  Barents  Group  suggested,  however, 
that  even  employees  who  currently 
receive  training  would  need  5  extra 
minutes  on  the  new  regulations,  which 
adds  about  $1.0  million  to  the  cost 
estimate.  Next,  the  Barents  Group 
included  costs  for  time  spent  by 
trainers,  assuming  that  the  training 
would  be  provided  by  an  outside 
source.  FDA  believes  that  a  more  typical 
approach  would  have  a  store  supervisor 
provide  the  training.  Using  $13.64  as  the 
compensation  rate  for  a  retail  manager, 
as  suggested  by  the  Barents  Group,  and 
adjusting  for  the  assumed  one-third 
current  compliance  rate  in  existing 
estabhshments,  yields  a  one-time  cost 
for  trainer  time  of  $6  million.  Thus, 

FDA  projects  total  one-time  training 
costs  of  about  $33.5  million. 

In  addition,  FDA  estimates  that 
employee  turnover,  using  the  Barents 
Group  suggested  rate  of  42  percent,  will 
add  annually  recurring  training  costs  of 
about  $11.2  million.  Also,  new 
employees  will  receive  I.D.  check 
training  as  part  of  their  initial 
orientation  activities.  Since  stores  may 
provide  this  to  several  new  employees 
at  once,  using  either  written  or  video 
training  materials,  FDA  estimates  that 
retail  managers,  on  average,  would 


spend  about  1  additional  hour  per  year 
providing  this  training.  This  adds  $6.0 
million  to  the  annual  training  costs.  The 
Barents  Group  also  recommended 
annual  reinforcement  training.  An 
annual  10-minute  reinforcement 
training  period  for  employees  of  those 
establishments  that  do  not  already  have 
a  training  program  will  cost  about  $2.9 
million.  In  sum,  these  annual  recurring 
training  costs  total  about  $20  million. 

The  Barents  Group  also  assumed  that 
retail  managers  woidd  need  extensive 
training  to  understand  the  new 
regulations.  FDA  estimated  in  its  1995 
proposal  that  manufacturers’ 
representatives  would  need  about  8 
hours  of  training  on  their  new 
responsibilities  and  the  Barents  Group 
assiuned  that  retail  managers  would 
need  a  similin  duration  of  training.  FDA 
rejects  this  estimate,  however,  as  the 
final  provisions  affecting  retailers  are 
strai^t-forward  and  will  be  routinely 
commimicated  through  traditional 
industry  channels. 

b.  Manufacturers  representatives.  In 
its  preliminary  economic  analysis,  FDA 
estimated  that  7,300  manufacturer 
representatives  would  be  trained  for  8 
hours  at  a  cost  of  $25.00  per  hour.  After 
noting  FDA’s  “imdocumented”  cost 
estimate,  the  Barents  Group  proceeded 
to  apply  the  identical  number  of 
training  hours  to  their  “docvunented” 
cost  estimate  of  $25.70  per  hour.  They 
also  suggested  a  15  percent  labor 
turnover  premium,  giving  a  total  cost  of 
$1.5  million.  As  the  final  rule  eliminates 


the  monitoring  burden  for  these 
employees,  this  training  cost  should  be 
correspondingly  smaller.  Nevertheless, 
these  manufacturer  employees  will  still 
need  to  determine  the  types  of  displays 
that  remain  permissible.  FDA  therefore 
accepts  the  $1.5  million  cost  estimate. 

7.  Access  Restrictions 

a.  Manufacturers.  Although  v  oluntary 
decreases  in  the  sale  of  consumer 
products  do  not  impose  long-term  net 
societal  costs,  mandatory  restraints  on 
the  access  of  consumers  to  desired 
products  may  imply  economic  costs. 
Economists  typically  measiue  producer- 
related  inefficiencies  attributable  to 
product  bans  by  calculating  lost 
“producers’  surplus,’’  which  is  a 
technical  term  for  describing  the 
difference  between  the  amount  a 
producer  is  paid  for  each  unit  of  a  good 
and  the  minimum  amoimt  the  producer 
would  accept  to  supply  each  unit,  or  the 
area  between  the  price  eir.H  supply 
curve.  Data  deriv^  fi'om  Cummings,  et 
al.,  indicate  that  youngsters  imder  the 
age  of  18  consume  316  million  packs  of 
cigarettes  per  year,  leading  to  industry 
profits  of  $118  million.  On  the 

assumption  that  the  regulation  would 
reduce  teenage  smoking  by  one-half, 
these  profits  would  fall  by  about  $59 


3Z9Cununings,  K.  M.,  T.  Pechacek,  and  D. 
Shopland,  “The  Illegal  Sale  of  Cigarettes  to  U.S. 
Minors:  Estimates  by  State,”  American  foumal  of 
Public  Health,  vol.  84,  No.  2.  p.  301,  February  1994, 
(derived  by  subtracting  sales  to  18-years-olds  from 
the  reported  S16  million  piacks  consumed). 
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million.  However,  because  most  of  this 
profit  stems  from  illegal  sales  to  youths, 
FDA  has  not  counted  this  figiue  as  a 
societal  cost. 

b.  Consumers.  Consiuner  surplus  is  a 
concept  that  represents  the  amoimt  by 
which  the  utility  or  enjoyment 
associated  with  a  product  exceeds  the 
price  charged  for  die  product.  Because 
it  reflects  the  difference  between  the 
price  the  consumer  is  willing  to  pay  and 
the  actual  market  price,  it  is  used  by 
economists  to  measure  consiuner 
welfare  losses  imposed  by  product  bans. 
However,  FDA’s  rule  imposes  no  access 
restrictions  on  adults,  who  will  be  free 
to  consume  tobacco  products  if  they  so 
desire.  Thus,  FDA  has  not  included  any 
value  for  lost  consumer  surplus  in  its 
estimate  of  the  societal  costs  of  these 
access  restrictions. 

#^8. 1.D.  Checks 

a.  Retailers.  For  the  1995  proposed 
regulation,  FDA  estimated  that  retail 
establishments  would  bear  annual 
compliance  costs  of  $28  million  for 
consumer  identification  checks.  This 
figure  was  derived  by  multiplying  the 
estimated  retail  employee  compensation 
rate  by  the  extra  time  that  might  be 
need^  to  complete  purchase 
transactions.  The  estimate  measured  the 
cost  to  retailers  for  either  increasing  the 
number  of  working  hours  of  existing 
staff  or  for  hiring  new  staff  to  handle  the 
added  workload.  The  Barents  Group 
commented  on  numerous  asp>ects  of  this 
compliance  cost  estimation,  accepting 
several  key  FDA  assumptions,  but 
rejecting  others  in  deriving  its  estimate 
of  $142  million  per  year. 

In  its  preliminary  analysis,  FDA 
estimated  the  number  of  tobacco 
product  transactions  for  the  18  to  26 
year-old  age  group  based  on  data  that 
reflected  the  tobacco  consumption  of 
cigarette  smokers  5  to  6  years  after  high 
school  330  and  the  annud  per  capita 
consumption  of  smokeless  tobacco.  33i 
The  Barents  Group  faulted  FDA  for 
limiting  these  transactions  to  18  to  26 
year-olds,  asserting  that  the  standard 
practice  for  alcohol  sales  is  to  request 
identification  for  anyone  who  appears  to 
be  30  years  old  or  younger.  The  Barents 
Group  calculations  actually  estimated 
compliance  costs  on  the  assumption 
that  customers  up  to  age  34  would  be 
asked  for  identification,  because  some 


»"1994SGR.p.  85. 

U.S.  Department  of  Commerce,  Statistical 
Abstract  of  the  United  States  1993, 113th  edition, 
p.  137, 19&3;  DHHS,  Office  of  Inspector  General, 
Spit  Tobacco  and  Youth:  Additional  Analysis,  June 
1993. 


older  consumers  would  appear  to  be 
only  30  years  old. 

FDA  has  not  accepted  this  Barents 
Group  assumption  for  several  reasons. 
First,  the  legal  age  of  purchase  for 
dcohol  in  all  50  States  is  21  years, 
whereas  the  rule  for  cigarettes  and 
smokeless  tobacco  sets  18  as  the  legal 
age  of  purchase.  This  3-ye6tr  difference 
implies  that  comparable  cigarette  and 
smokeless  identification  checks  would 
be  expected  only  up  through  age  27. 

Also,  the  current  policy  and  practice  of 
many  retail  stores  is  to  request 
identification  from  tobacco  consumers 
only  up  to  age  26.  Requiring  proof  of  age 
for  anyone  who  appears  younger  than 
26  years  of  age  was  also  recommended 
by  a  working  group  of  26  State 
Attorneys  General.  332  Finally,  the 
Barents  Group’s  use  of  age  34  to  provide 
a  margin  of  safety  for  identifying  those 
under  the  age  of  30  is  illogical,  since  the 
FDA  rule  requires  retail  stores  to 
identify  consumers  who  are  under  the 
age  of  26,  not  30. 

The  Barents  Group  accepted  the  FDA 
assumption  that  an  I.D.  cl^k  would 
take  an  average  of  10  seconds,  but 
referenced  a  study  by  A.  T.  Kearney  that 
foimd  that  the  actual  time  needed  to 
verify  a  photo  I.D.  for  a  tobacco  product 
sale  averaged  8.3  seconds.  Because  FDA 
has  no  better  data,  the  agency  adopts  8.3 
seconds  as  the  average  time  needed  to 
conduct  an  I.D.  check.  Th6  Barents 
Group  further  commented  that  FDA 
used  outdated  employee  compensation 
data  in  its  calculations.  FDA’s  revised 
totals  use  the  Barents  Group’s  employee 
compensation  estimate  of  $9.51/hour 
(1994  dollars)  as  the  time  value  for  retail 
sales  employees. 

FDA  originally  assumed  that  only  75 
percent  of  all  retail  transactions  for  the 
18  to  26  year-old  age  group  would  be 
extended  due  to  I.D.  ^ecl^.  The 
Barents  Group  argue  d  that  the  correct 
percentage  should  be  100  percent,  as  the 
rule  would  apply  to  all  sales  to  the 
relevant  age  group.  FDA  continues  to 
believe  that  this  assumption  leads  to  an 
over-estimate  of  the  probable  costs. 

First,  not  every  moment  of  a  clerk’s  time 
is  effectively  utilized  and  a  few  seconds 
more  per  transaction  will  not  always 
result  in  lost  labor  productivity.  Second, 
many  smokers  patronize  the  seune  retail 
store  almost  daily  and  are  well-known 
to  clerks.  I.D.  checks  for  these  customers 
will  take  little  extra  time.  Finally,  many 
customers  will  take  less  time  to  produce 
an  I.D.,  once  they  realize  that 


^32  “No  Sale:  Youth  Tobacco  and  Responsible 
Retailing,”  Findings  and  Recommendations  of 
Working  Group  of  State  Attorneys  General,  p.  28, 
December  1994. 


identification  checks  have  become 
routine.  Nevertheless,  FDA  adopts  the 
Barents  Group’s  100-percent  assumption 
to  assure  a  full  accounting  of  the 
relevant  costs. 

One  comment  claimed  that  FDA 
failed  to  include  the  cost  of  hiring 
additional  sales  clerks.  As  noted  above, 
the  FDA  calculation  does  reflect  the  cost 
of  the  additional  labor  time  that  might 
be  needed.  The  Barents  Group  also 
inexplicably  asserts  that  FDA  failed  to 
consider  I.D.  checking  costs  as  annual 
costs,  instead  listing  them  as  a  one-time 
cost.  Table  2  of  the  original  analysis  (60 
FR  41314  at  41360),  clearly  lists  the  $28 
million  identification  check  cost  as  an 
annual  operating  cost  and  the 
accompanying  text  (60  FR  41314  at 
41367)  refers  to  the  figure  as  a  “per 
year”  cost.  The  Barents  Group  further 
faulted  FDA  for  not  taking  into  account 
the  cost  of  checking  LD.’s  for  those 
youths  under  age  18,  who  will  still 
attempt  to  buy  cigarettes.  While  a  small 
percentage  of  underage  smokers  may  opt 
for  this  course  of  action,  few  would 
return  to  complying  outlets.  Thus,  FDA 
believes  that  any  plausible  estimate  of 
the  associated  costs  would  be  less  than 
$1  million  annually. 

FDA  originally  estimated  the  munber 
of  tobacco  product  transactions  for  the 
18  to  26  year-old  age  group  at  2.2 
billion,  but  has  updated  its  estimate  to 
2.5  bilUon.  333  Also,  the  80-percent 
ciurent  noncompliance  rate  that  had 
been  assumed  for  the  1995  proposal 
may  be  too  high,  as  the  Surgeon  General 
estimated  that  minors  are  imable  to 
make  an  OTC  purchase  of  tobacco 
products  about  one-third  of  the  time.  334 
Nevertheless,  FD^  retains  this 
assumption  to  calculate  a  cost  to 


233 1994  Population  data  for  18  to  26  yaar-olds 
from  1995  Statistical  Abstract.  Table  16.  Cigarettes; 
Number  of  smokers  for  age  group  calculated  from 
Table  217  (1993  data).  Average  packs/yr.  and  total 
packs/yr.  for  smokers  aged  18  to  26  calculated  from 
data  in  Table  20, 1994  SGR,  p.  85.  (Those  smoking 
1  to  5  cigarettes/day  assumed  to  smoke  3,  those 
smoking  20-t-  cigarettes/day  assumed  to  smoke  25). 
The  resulting  number  of  packs  smoked  by  18  to  26 
yr.-olds  totals  about  2.5  billion.  If  even  1  percent 
of  these  transactions  were  for  cartons,  this  number 
falls  to  about  2.3  billion.  Smokeless:  Total  units  of 
smokeless  products  sold  calculated  from  data  in 
Spit  Tobacco  and  Youth:  Additional  Analysis,  Dept, 
of  Health  and  Human  Services,  June  1993,  Excise 
Tax  calculations.  Option  4;  Units  consumed  by 
youths  from  the  Institute  of  Medicine  Reprart  (the 
lOM  Report)  “Growing  Up  Tobacco  Free: 

Preventing  Nicotine  Addiction  in  Children  and 
Youths”,  p.  8. 1994,  Usage  data  and  total  units  (cans 
or  pouches)  consumed  for  age  group  for  those  aged 
18  to  26  from  "Use  of  Smokeless  Tobacco  Among 
Adults-U.S.,  1991”  in  “MMWR",  CDC,  DHHS, 
volume  42,  No.  14,  p.  264, 1993.  The  number  of 
containers  sold  for  18  to  26  yr.  old  age  group  totals 
about  0.2  billion. 

3*'*  lOM  Report,  p.  202. 
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retailers  for  I.D.  checks  of  $43  million 
per  year  (2.5  billion  transactions  x  8.3 
seconds/transaction  x  $9.51/hovur  -i-  3600 
seconds/hour  x  80  percent 
noncompliance  rate).  This  revised 
estimate  exceeds  FDA’s  original  $28 
million  figure,  but  remains  far  below  the 
$142  million  estimate  of  the  Barents 
Group. 

b.  Consumers.  The  Barents  Group  also 
criticized  FDA  for  not  quantifying  the 
costs  to  consumers  for  the  extra  time 
needed  to  undergo  I.D.  verifications. 
They  estimated  diis  cost  at  $282  million 
a  year.  FDA  agrees  that  consumers 
would  inciir  time  costs  and,  for  its 
revised  estimates,  adopts  the  analytical 
fiamework  suggested  by  the  Barents 
Group,  which  coimts  only  the  time  lost 
by  young  customers.  (The  Barents 
Group  suggests  that  older  consumers 
also  would  experience  delays,  but 
FDA’s  estimates  already  account  for  the 
cost  of  additional  clerk  time  that  would 
offset  longer  checkout  lines.  Younger 
customers,  however,  must  wait  while 
their  age  is  verified,  even  when 
additional  checkout  clerks  are 
available.)  To  estimate  the  time  cost, 
FDA  applies  the  same  methodology  that 
was  used  to  estimate  the  time  cost  for 
retail  employees.  Tliat  is,  2.5  billion 
transactions  taking  an  extra  8.3  seconds 
each  for  the  18  to  26  year-old  age  group, 
adjusted  for  a  20  percent  current 
compliance  rate.  The  Barents  Group 
used  an  average  hourly  private  sector 
compensation  rate  ($15. 13/hour)  as  the 
basis  of  its  consumer  time  cost  estimate, 
but  FDA  finds  this  average  rate  too  high 
for  yovmg  consumers  and  estimates  a 
range  of  $9  to  $11  per  hour.  *3*  As  a 
result.  FDA’s  estimate  of  the  cost  to 
consumers  for  lost  time  cost  amoimts  to 
between  $41  and  $50  million  per  year. 

9.  Vending  Machines 

In  its  comments  on  the  costs  of  FDA’s 
proposed  vending  machine  ban,  the 
Barents  Group  reports  that  automatic 
vending  machine  operators  will  lose 
$403  million  in  annual  revenues.  They 
then  subtract  an  estimated  $281  million 
offset  for  future  over-the-counter  sales 
(calculated  by  assuming  an  equal 
number  of  future  packs  sold  and  an  $.80 


3SS  Data  from  the  1995  Statistical  Abstract  of  the 
United  States,  Table  677  lists  weekly  earnings  for 
full  time  wage  and  salary  workers  for  the  group  "16 
to  24  year-olds”  in  1994.  Table  682  lists  median 
hourly  earnings  for  workers  paid  hourly  rates  for 
the  same  group  in  1994.  Assuming  a  40  percent 
increase  for  benefits,  the  compensation  rates  for 
these  two  tables  for  16  to  24  year-olds  are  $9.98/ 
hour  and  $7.87/hour,  respectively. 

Using  these  figures  will  result  in  a  low  estimate 
for  the  18  to  26  year-old  group  because  25  and  26 
year-olds  earn  more  than  16  and  17  year-olds. 


price  premium  for  vending  machine 
packs)  to  project  a  net  $122  millicm  of 
regulatory  costs  to  the  retail  sector. 
Although  not  acknowledged,  this 
methodology  implicitly  etssumes  that  a 
redistribution  of  revenues  (firom  vending 
machine  owners  to  over-the-counter 
sellers)  does  not  generate  added  societal 
costs.  Elsewhere,  the  Barents  Group 
includes  distributional  impacts  in  cost 
totals.  Nevertheless,  even  this  3122 
million  estimate  is  far  too  high. 

The  fundamental  problem  is  that 
changes  in  revenue,  as  discussed  above, 
do  not  measure  economic  costs.The 
relevant  economic  measure  of  regulatory 
costs  to  an  industry  is  the  change  in 
producer  surplus  that  a  firm  m^es  from 
selling  a  good  or  service.  Because 
producer  surplus’  are  difficult  to 
measure,  accounting  profits  are 
sometimes  used  as  a  proxy.  By 
examining  only  lost  revenues,  the 
Barents  Group  ignores  the  difference  in 
the  operating  costs  of  the  alternative 
sales  channel,  despite  its  recognition 
that  “[i]n  general  terms,  the  extra 
margin  at  vending  machines  reflects  the 
costs  to  vending  machine  owners  of 
operating  these  machines,  in  addition  to 
a  retiun  on  their  labor  effort  and  capital 
investments.”  In  other  words,  the  reason 
that  cigarettes  pvirchased  finm  a  vending 
machine  are  more  expensive  is  that  it 
costs  more  to  sell  a  pack  of  cigarettes  by 
vending  machine.  Consequently,  if 
cigarette  sales  shift  from  more 
expensive-to-operate  vending  machines 
to  OTC,  the  loss  of  industry  profits  is 
much  smaller  than  the  loss  of  industry 
revenues. 

An  approximate  assessment  of  the  net 
impact  on  retail  profits  requires  a 
comparison  of  the  pretax  profit  margins 
for  vending  machine  operations  as 
compared  to  OTC  sales.  The  Barents 
Group  cited  survey  results  finm  the 
National  Automatic  Merchandising 
Association  (NAMA)  showing  an 
average  pretax  profit  margin  of  3.8 
percent  in  1993  and  2.0  percent  in  1992, 
for  an  average  2.9  percent  for  vending 
machine  operations.  Because  cigarette 
vending  machine  sales  have  decreased 
in  recent  years,  current  profit  margins 
might  be  even  smaller.  Coincidentally, 


Conversely,  using  a  benefits/wage  ratio  of  40  ' 
percent  for  18  to  26  year-olds  will  overstate  the 
costs  because  lower  paid  workers  (hourly  and  part- 
time  workers,  college  students)  are  more  likely  to 
have  less  generous  benefits  packages  (little  or  none 
of  the  following:  pwid  vacation,  sick  leave, 
employer-paid  health  insurance).  FDA  increased 
the  estimated  compensation  rates  to  $9  to  $ll/hour 
to  assure  it  does  not  underestimate  the  true 
compensation  rate. 

sse  Tobacco  industry  spending  on  magazine 
advertising  was  calculated  using  tobacco 


the  Barents  Group  reports  that  the 
estimated  average  industry  profit  margin 
for  convenience  stores  is  also  2.9 
percent.  If  this  rate  applies  to  cigarette 
sales  at  convenience  stores  and  if  all  lost 
vending  machine  cigarette  sales  were  . 
transferred  to  convenience  stores,  the 
net  pretax  cost  to  the  industry  would  be 
$3.5  million,  not  $122  million  ($403 
million  to  $281  milhon)  x  2.9  percent). 
Moreover,  NAMA  reports  that  over  50 
percent  of  all  vending  machines  are 
located  in  bars  and  taverns  and  many 
others  in  business  establishments 
frequented  only  by  adults.  The  final  rule 
permits  vending  machines  in  those 
places  where  the  owner  can  ensvire  that 
no  yoimg  people  imder  age  18  are 
present  at  anytime.  FDA  does  not  know 
how  many  vending  machines  will  be 
moved  to  restricted  areas  in  compliance 
with  this  rule,  but  the  number  will 
further  reduce  this  annual  cost. 

10.  Readership  Surveys 

The  Barents  Group  reported  that  101 
leading  national  magazines  had 
advertisements  for  tobacco  products  in 
1994.  In  addition,  Barents  obtained 
youth  and  adult  readership  data  for 
1994  from  MediaMark  Research,  Inc. 
(MediaMark),  for  41  of  these  101 
magazines.  Applying  the  regidatory 
threshold  of  2  million  readers  or  15 
percent  of  total  readership  below  the  age 
of  18,  Barents  projected  that 
advertisements  in  32  of  the  41 
magazines  (78  percent)  would  be 
restricted  to  “text  only”  by  the  proposed 
regulation.  In  comparison,  FDA 
examined  copyrighted  youth  and  adult 
readership  data  from  the  Simmons 
Marketing  Bureau,  Inc.  (Simmons), 
another  major  marketing  research  firm, 
and  foimd  ^at  only  13  of  the  27 
magazines  with  tobacco  ads  (48  percent) 
had  youth  readership  over  the 
threshold.  A  comparison  of  youth 
readership  levels  finm  MediaMark  and 
Simmons  for  magazines  that  had 
tobacco  advertisements  in  1992  is 
shown  in  Table  11. 


advertising  share  data  from  Barents  and  advertising 
revenues  from  Advertising  Age.  Advertising 
revenue  was  unavailable  for  five  small  publications 
that  accounted  for  less  than  one  percent  of  tobacco 
magazine  advertising  spending  in  1994.  To  estimate 
tobacco  advertising  expenditures  in  these  Bve 
publications.  FDA  assumed  total  advertising 
revenues  for  each  publication  equal  to  $14,388, 
which  is  the  lowest  total  revenue  reported  in 
Advertising  Age  for  1994. 
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TABLE  11.— AVAILABLE  YOUTH  READERSHIP  DATA  FOR  PUBLICATIONS 
WITH  TOBACCO  ADVERTISEMENTS  IN  1994 


Publications  with  Youth  and  Adult  Read¬ 
ership  Data 

Estimated  Per¬ 
centage  of  1994 

MediaMatk  Research  Inc.  (1994  read¬ 
ership  data) 

Simmons  Market  Research  Bureau, 
inc.  (1994  readership  data) 

Spending  on  Ma^ 
azine  Advertise¬ 
ments 

Number  of  Read¬ 
ers  Urxler  18 
(000) 

Percent  of  Read¬ 
ers  Under  18  (%) 

Number  of  Read¬ 
ers  Under  18 
(000) 

Percent  of  Read¬ 
ers  Under  18  (%) 

Sports  Illustrated' 

10.0 

5,201 

18.0 

4,614 

17.1 

People'-^ 

9.8 

3,020 

7.8 

2,465 

8.0 

TVGuide'-2 

6.5 

6,739 

'  132 

7,102 

15.6 

Time 

4.1 

1,972 

7.7 

n/a 

n/a 

Parade^ 

3.7 

n/a 

n/a 

6,059 

6.9 

Cosmopolitan' 

3.1 

2,279 

12.8 

1,410 

11.4 

Woman’s  Day 

3.0 

1,202 

4.8 

n/a 

n/a 

Entertainment  Weekly^ 

2.9 

n/a 

n/a 

674 

15.3 

Better  Homes  &  Gardens' 

2.4 

2,042 

785 

3.4 

Newsweek 

2.4 

1,911 

n/a 

n/a 

Family  Circle 

2.1 

1,210 

646 

3.5 

Field  &  Stream 

2.1 

1,760 

815 

7.9 

Glamour' -2 

2.0 

2,216 

1,540 

17.4 

Rolling  Stone'-^ 

2.0 

1,869 

1,506 

Ladies’  Home  Journal 

1.7 

838 

n/a 

n/a 

McCall’s 

1.7 

1,274 

506 

3.7 

Redbook 

1.7 

1,153 

7.8 

565 

5.4 

Car  &  Driver' 

1.6 

1,465 

18.3 

n/a 

n/a 

Lite' 

1.6 

2,665 

12.9 

rVa 

n/a 

Popular  Mechanics 

1.5 

1,617 

14.5 

744 

10.3 

Outdoor  Life' 

1.3 

1,579 

18.0 

569 

8.8 

Us 

1.2 

814 

13.8 

n/a 

n/a 

New  Woman 

1.1 

685 

14.0 

’  n/a 

n/a 

Road  &  Track' 

1.1 

1,234 

20.6 

n/a 

n/a 

Soap  Opera  Digest 

1.1 

1,299 

14.4 

853 

12.6 

Mademoiselte'-2 

1.0 

1,369 

19.7 

959 

18.5 

Vogue'-2 

1.0 

2,237 

18.0 

1,300 

17.4 

Hot  Rod' 

0.8 

2,295 

28.0 

n/a 

n/a 

Ebony' 

2,111 

15.8 

1,046 

9.4 

Gentlemen’s  Quarterly' 

1,037 

15.1 

n/a 

n/a 

Motor  Trend' 

1,393 

22.1 

n/a 

n/a 

Premiere' 

617 

25.8 

n/a 

n/a 

Sporr'.2 

2,274 

33.8 

1,132 

24.0 

Elle' 

819 

17.8 

409 

14.4 

Essence' 

1,251 

16.9 

537 

9.4 

Sports  Afield 

0.6 

n/a 

n/a 

0 

0.0 

True  Story 

740 

14.8 

n/a 

n/a 

Jet' 

1,724 

16.7 

1,169 

12.2 

Popular  Science'-^ 

1,903 

20.8 

874 

16.1 

Self 

786 

162 

n/a 

n/a 

Harper’s  Bazaar' 

718 

182 

n/a 

n/a 

The  Sporting  News'-^ 

1,394 

27.8 

666 

15.7 

Cable  Guide' 

0.2 

3,358 

.  22.6 

n/a 

n/a 

Ski'^ 

0.0 

827 

26.4 

584 

24.9 

'MediaMark  youth  readership  exceeds  regulatory  threshold. 

^Simmons  youth  readership  exceeds  regulatory  threshold. 

Source:  Barents  Group  LLC  Tables  IV-1  and  A-2;  Simmons  Market  Research  Bureau,  Inc.;  R.  Craig  Endicott,  ‘The  Ad  Age  SOO,”  Advertising 
Age.  June  19, 1995. 


The  final  regulation  requires  that 
specific  youth  and  adult  readership  data 
be  available  for  any  magazine  that 
displays  a  tobacco  advertisement  with 
color  or  imagery.  Sinunons  ciurently 
conducts  interviews  with  adults  in 
approximately  20,000  households 
aimually  and  Subsequently  returns  to 
about  3,000  of  these  households  to 
interview  their  youth  members.  In 
general,  however,  marketing  research 


firms  collect  data  on  youth  readership 
only  for  those  magazines  commonly 
read  by  this  age  group.  Thus,  although 
78  percent  and  48  percent  of  the 
magazines  in  the  two  youth  readership 
samples  described  above  exceeded  the 
regulatory  readership  threshold,  these 
sample  results  likely  overestimate  the 
percentage  of  magazines  with  current 
tobacco  ads  that  exceed  the  threshold. 


Simmons  now  collects  adult 
readership  data  for  about  230  magazines 
and  youth  readership  for  about  65 
magazines.  Because  tobacco 
manufacturers  currently  advertise  in 
about  100  magazines,  the  industry  could 
often  add  magazines  that  are  currently 
part  of  an  ongoing  adult  readership 
survey  to  a  youth  survey,  saving 
approximately  60  percent  of  the  cost  of 
collecting  both  adult  and  youth  data. 
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Because  FDA  does  not  know  how 
tobacco  manufacturers  will  adapt  their 
marketing  strategies  to  the  new 
regulatory  thresholds,  it  is  difficult  to 
pr^ct  the  number  of  new  readership 
surveys  that  may  be  initiated.  It  seems 
likely,  however,  that  tobacco  companies 
will  both  Increase  the  hequency  of 
advertising  in  “adult”  magazines  that 
already  carry  tobacco  advertisements 
and  find  suitable  “adult”  magazines  to 
replace  many  of  the  other  magazines. 

One  plausible  scenario  is  that 
approximately  one-half,  or  50,  of  the 
magazines  with  crirrent  tobacco  ads 
would  not  qualify  as  “adult” 
publications,  berause  they  exceed  the 
youth  readership  threshold;  and  that  the 
tobacco  industry  would  choose  to 
advertise  in  50  other  “adult” 
publications  that  do  not  currently  carry 
tobacco  ads.  To  identify  these  50 
additional  “adult”  magazines,  the 
industry  might  need  to  collect  new 
youth  readership  data  for  up  to  100 
magazines.  In  addition,  as  noted  above, 
of  the  original  100  magazines  with 
current  tobacco  advertising,  youth 
readership  data  is  now  available  for  at 
least  40.  Thus,  the  tobacco  industry  may 
initially  need  to  obtain  new  youth 
readership  data  for  the  remaining  60 
magazines.  In  total,  therefore,  the 
tobacco  industry  might  opt  to  obtain 
youth  readership  data  for  an  additional 
160  publications  in  the  first  year  that 
the  nile  becomes  effective.  In 
subsequent  years,  this  number  might  fall 
to  about  100  surveys,  as  the  industry 
would  concentrate  its  survey  efforts  on 
publications  very  likely  to  qualify. 

If  a  marketing  research  firm  collects 
youth  readership  data,  the  cost  may 
depend  on  the  particular  characteristics 
of  the  magazines  being  surveyed.  The 
tobacco  industry  could  choose, 
however,  to  hire  a  survey  firm  to 
develop  and  administer  a  questionnaire 
solely  to  gather  readership  data  for 
magazines  with  tobacco  advertising. 
While  FDA  is  imcertain  about  which 
approach  the  industry  would  take,  the 
agency  estimates  that  such  new  surveys 
might  cost  approximately  $2  million  in 
one-time  costs  and  $1  million  in  annual 
costs,  based  on  an  average  cost  of  about 
$650  and  $350  per  sample  household. 

11.  Records  and  Reports 

Manufacturers  will  need  to  comply 
with  device  regulations  governing 
submissions  of  representative  labels  and 
advertising,  medical  device  reporting 
(MDR’s),  establishment  registration  and 
product  listing,  and  current  good 
manufacturing  practices  {CGMP’s). 


a.  Labels  and  advertising.  The  rule 
requires  that  each  manufacturer 
annually  submit  to  FDA  copies  of 
representative  samples  of  labels  and 
advertising.  While  the  agency  expects 
about  1,000  product  labels,  FDA  has  no 
direct  evidence  on  the  number  of  . 
advertisements  that  will  be  submitted. 
An  approximate  estimate,  however,  can 
be  derived  from  the  number  of 
advertising  samples  submitted  by  the 
pharmaceutical  industry.  First,  FDA 
calcxilated  that  of  the  $6.1  billion  in 
advertising  and  promotional  outlays 
reported  to  the  FTC  by  the  tobacco 
industry,  only  about  $1.2  billion  is 
spent  on  printed  advertisements. 
(Derived  by  subtracting  categories  for 
“CouponsA^alue  Added,”  “Promotional 
Allowances,”  “Specialties  Items,”  and 
“Free  Samples”  from  the  total  $6.1 
billion). 

The  pharmaceutical  industry  spends 
an  estimated  22.5  percent  of  sales  on 
marketing,  of  whi^  about  one-quarter 
may  be  allocated  to  advertising  ethical 
pharmaceuticals.  The  approximately 
$50  million  in  annual  sales  of  ^ 
pharmaceutical  manufacturers, 
therefore,  implies  a  $2.5  billion  annual 
advertising  budget.  FDA  estimates  that 
it  currently  receives  about  25,000  pieces 
of  pharmaceutical  advertising  per  year. 
As  the  pharmaceutical  budget  is  roughly 
twice  the  size  of  the  $1.2  billion  tobacco 
industry  figure  derived  above,  the 
agency  might  receive  half  as  many 
documents.  Alternatively,  reduced 
promotional  activities  may  prompt  an 
increase  in  the  number  of  printed 
advertisements  prepared  by  tobacco 
companies,  althou^  the  Barents  Group 
assumed  this  number  would  decline. 
Therefore,  FDA  projects  that  it  will 
receive  the  same  number  of 
advertisements  for  tobacco  products  as 
it  currently  receives  for  pharmaceutical 
products,  or  about  25,000  per  year,  plus 
about  1,000  labels. 

Estimates  of  the  time  burden  of  these 
paperwork  submissions  ranged  from  20 
minutes  (The  Barents  Group)  to  1  hour 
and  estimates  of  the  hourly  cost  ranged 
from  $25.00  (Tobacco  Institute)  to 
$45.26  (the  Barents  Group).  Using  the 
high  end  of  both  ranges  provides  an 
upper  bound  cost  estimate  of  $1.2 
million.  This  figure  is  significantly 
lower  than  either  the  original  FDA 
estimate,  or  the  Barents  Group  estimate 
of  $55  to  $57  million,  largely  because 
the  final  rule  imposes  no  specific 


*®^U.S.  Congress,  Office  of  Technology 
Assessment,  "Pharmaceutical  R&D:  Costs,  Risks  and 
Rewards,”  OTA-H-522  Washington,  DC:  U.S. 
Government  Printing  Office,  pp.  303-304,  February 
1993. 


paperwork  requirements  on  retail 
establishments. 

b.  MDR’s.  The  final  rule  will  require 
MDR’s  for  serious  unexpected  incidents. 
FDA  assumes  that  31  manufacturing 
companies  and  1,365  distributors 
will  bear  total  one-time  costs  of  $21,000 
and  $231,000,  respectively,  for 
establishing  and  documenting 
procedures  for  MDR  reporting.  These 
costs  include  32  hours  of  effort  per 
manufacturing  firm  and  8  hours  per 
distributor.  Based  on  estimates 
previously  developed  for  the  Medical 
Device  "User  Facility  and  Manufacturer 
Reporting  Final  Rule,  these  activities 
were  distributed  over  wage  rates 
averaging  $21.17.  Annual  costs  for  MDR 
reporting  requirements  are  more 
difficult  to  predict,  because  they  depend 
on  the  niimber  of  adverse  event  reports 
that  will  be  submitted.  FDA  proje^, 
however,  that  followup  investigation 
and  reporting  of  a  single  event  takes 
about  8  hours  of  labor  and  costs  about 
$218.  Thus,  if  50  adverse  event  reports 
were  filed  annually,  the  annual  cost 
would  be  about  $11,000.  In  addition,  if 
each  manufacturing  company  submits  a 
single  beeline  report  and  annual 
updates,  these  costs  would  be  about 
$2,100  annually,  based  on  imit  costs  of 
$54  and  $14  per  report,  respectively. 
Annual  certification  is  necessary,  but  is 
typically  a  formality  in  terms  of  data 
collection  and  reporting  and  is 
estimated  to  cost  about  $800  for  all 
manufactiuers  and  $35,000  for  all 
distributors  assuming  1  hour  of 
professional  and  clerical  time  at  $25.80 
per  hour. 

c.  Registration  and  listing. 

Registration  and  listing  duties  are 
estimated  to  take  41  manufacturing 
establishments  2  hours  each  to  prepare 
at  a  unit  cost  of  $42)  totaling  about 
$1,700  per  year  for  the  industry. 

d.  CGMP’s.  The  Tobacco  Institute 
asserted  that  cigarette  manufacturers 
would  need  substantial  time  to  comply 
with  CGMP’s  as  the  industry  “would 
need  to  adopt  major  new  systems  *  *  * 
[and]  make  major  changes  to  their 
procedures  just  to  accommodate  the 
recordkeeping  required.”  Conversely, 
the  economics  study  prepared  by  the 
Barents  Group  for  the  Tobacco  Institute 
showed  no  additional  costs  for  this 
requirement.  FDA  agrees  that  these  costs 


33S 1992  U.S.  Census  of  Manufactures,  Industry 
Series,  Tobacco  Products,  Table  la.  A  few  U.S. 
agents  designated  to  represent  foreign 
manufacturers  would  also  need  to  file  forms,  but 
these  costs  should  be  minimal. 

339  Special  Census  Tabulation  prepared  by  U.S. 
Bureau  of  Census  for  U.S.  Small  Business 
Administration,  Table  3 — United  States 
(unpublished  data). 
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should  be  minimal  for  facilities  with 
good  quality  assmance  programs.  Its 
CX^MP’s  do  not  specify  a  specific  format, 
but  encompass  a  wide  variety  of  broad 
requirements  for  documenting  operating 
procedures.  Contrary  to  the  Tobacco 
Institute’s  claim  that  “even  a  well-run 
cigarette  manufacturing  facility  would 
neml  to  adopt  major  new  systems,” 
CGMP’s  are,  in  fact,  based  on  the 
activities  of  well-run  operations. 
Moreover,  device  CGMP’s  are  currently 
under  revision  to  bring  them  even  closer 
to  ISO  9001,  the  generally  recognized 
international  standard  for  quality- 
assiuance  systems.  Thus,  while  FDA  has 
little  experience  with  day-to-day 
tobacco  manufactiuing  procedures,  the 
agency  does  not  anticipate  the  need  for 
substantial  quality  system  redesign. 
Wholesalers  and  distributors  also 
submitted  comments  contending  that 
the  CGMP’s  would  create  added 
paperwork  burdens,  but  the  agency  has 
exempted  these  sectors  from  ^e  C£MP 
requirements. 

12.  Government  Enforcement 

FDA  estimates  of  internal  costs  for 
administering  and  enforcing  this 
regulation  are  extremely  imcertain,  as 
they  will  depend  on  the  working 
relationships  to  be  established  with 
State  tobacco  control  programs.  As  a 
best  estimate,  however,  FDA  projects 
that  between  30  to  50  frill-time 
employees  (FTE’s)  will  be  needed  to 
implement  the  rule.  Fully  loaded 
employee  costs  vary  with  the  type  of 
employee  (e.g.,  field  inspectors  versus 
administrative),  but  an  average  of 
$100,000  per  FTD  places  the  dollar  cost 
at  between  $3  and  $5  million  per  year. 
SAMHSA  has  estimated  that  State 


programs  will  need  between  $25  and 
$50  million  annually  to  administer  and 
enforce  appropriate  State  operations. 

13.  Compcirison  of  Benefits  to  Costs 

FDA  expects  the  net  societal  benefits 
of  the  rule  to  far  exceed  the  regulatory 
costs.  Based  on  the  analysis  presented 
above,  the  estimated  one-time  costs  of 
the  combined  FDA  and  SAMHSA  rules 
are  $174  to  $187  million  and  the 
estimated  annual  costs  are  $149  to  $185 
million.  Taking  the  midpoint  of  the 
ranges  and  annualizing  the  one-time 
costs  at  3  and  7  percent,  respectively, 
yields  total  annualized  costs  of  $172 
million  and  $180  million.  In  contrast, 
the  agency’s  best  estimate  of  the 
monetized  regulatory  benefits  that 
would  follow  a  50  percent  reduction  in 
underage  tobacco  use  ranges  from  $28.1 
to  $43.2  billion  at  a  3  percent  discoimt 
rate  and  from  $9.2  to  $10.4  billion  at  a 
7  percent  discount  rate.  Thus,  as  shown 
in  Table  12.  the  net  benefits  (benefits 
minus  costs)  of  a  total  effectiveness  rate 
of  25  percent  range  from  $27.9  to  $43 
billion  at  a  3  percent  discoimt  rate  and 
from  $9.0  to  $10.2  billion  at  a  7  percent 
rate.  Table  13  indicates  that  those 
figures  imply  a  cost  per  life-year  saved 
of  from  $800  to  $4,700  and  a  cost  per 
death  avoided  of  from  $11,000  to 
$52,000.  As  noted  earlier,  these  benefits 
are  exclusive  of  the  substantial  health 
improvements  expected  to  result  from 
the  reduced  consiunption  of  smokeless 
tobacco. 

The  substantial  differential  between 
these  estimated  costs  and  benefits 
withstands  rigorous  sensitivity  analysis 
(see  Table  12).  For  example,  SAMHSA 
estimated  that  its  rule  would  reduce 
underage  tobacco  use  by  from  one-third 


to  one-tenth.  The  approximate  midpoint 
of  that  estimate  (20  percent)  constitutes 
about  40  percent  of  the  regulatory 
benefit  of  reducing  underage  tobacco 
use  by  one-half.  If,  for  illustrative 
purposes,  these  results,  as  well  as  a 
proportional  fraction  of  the  relevant 
costs,  are  attributed  to  SAMHSA,  the 
incremental  net  benefits  of  the  FDA  rule 
still  range  from  $16.8  to  $25.8  billion  at 
a  3  percent  discount  rate,  and  from  $5.4 
to  $6.2  billion  at  a  7  percent  discount 
rate. 

Moreover,  FDA  assumed  that  reaching 
the  “Healthy  People  2000”  goal  would 
deter  about  one-quarter  of  the  1  million 
youth  imder  age  18  who  currently  begin 
to  smoke  each  year  from  ever  smoking 
as  an  adult.  Thus,  this  goal  implies  a  25 
percent  overall  effectiveness  rate.  If, 
however,  these  rules  prevent  smoking  as 
an  adult  for  even  5  percent  of  the 
teenagers  who  would  otherwise  become 
adult  smokers,  they  would  produce 
estimated  arniual  net  benefits  of  from 
$5.4  billion  to  $8.5  billion  at  a  3  percent 
discoimt  rate  and  from  $1.7  billion  to 
$1.9  billion  at  a  7  percent  discount  rate. 
Even  if  this  latter  scenario  attributed  40 
percent  of  the  benefits  cmd  relevant 
costs  to  SAMHSA,  the  annual  net 
benefits  of  the  FDA  rule  would  still 
range  from  $3.3  billion  to  $5.1  billion  at 
a  3  percent  discount  rate  and  from  $1.0 
billion  to  $1.2  billion  at  a  7-percent 
discount  rate.  This  last  example  implies 
a  cost  per  life-year  saved  of  $3,500  to 
$21,100  and  a  cost  per  death  avoided  of 
$47,000  to  $234,246.  These  figures  are 
well  within  the  range  of  values  for 
health  interventions  typically 
considered  cost-effective. 


TABLE  12.— NET  BENEFITS 
($  Billions) 


Effectiveness  Rates 


Discount 

Rate 

25% 

15% 

10% 

5% 

2.5% 

Low 

High 

Low 

High 

Low 

High 

Low 

High 

Low 

High 

3% 

27.9 

43.0 

16.7 

25.7 

11.1 

5.4 

8.5 

2.6 

7% 

9.0 

10.2 

5.3 

6.1 

3.5 

■uil 

1.7 

1.9 

0.74 

Illustrative  Incremental  Net  Benefits^ 


3% 

■1 

25.8 

10.0 

15.5 

6.7 

10.3 

3.3 

5.1 

1 

1.6 

1 

2.5 

7% 

■ii 

62 

3-2 

3.7 

2.1 

2.4 

1.0 

1.2 

0.45 

0.53 

'  Attributes  40%  of  benefits  and  associated  costs  to  SAMHSA 


Costs  include  100  percent  of  SAMHSA’s  state  costs,  vending  machine  costs,  and  retail  and 
enforcement  costs,  plus  40  percent  of  retail  training  consumer  LD.  check  costs. 
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TABLE  13.— COST  EFFECTIVENESS 


Effectiveness  Rates 


Discount 

25% 

15% 

1 _ 

10% 

5% 

2.5% 

Rate 

Cost/Life- 

Cost/Death 

Cost/Ufe- 

Cost/Death 

Cost/Life- 

CosVOeath  I 

Cost/Life- 

Cost/Death 

CosVLife- 

Cost/Oeath 

Year 

Avoided 

Year 

Avoided 

Year 

Avoided 

Year 

Avoided 

Year 

Avoided 

Saved  ($) 

($) 

Saved  ($) 

($) 

Saved  ($) 

($) 

Saved  ($) 

($) 

Saved  ($) 

($) 

3% 

815 

10,862 

1,358 

18,103 

27,155 

4,075 

54,310 

8,151 

108,621 

7% 

4,722 

52,423 

7,870 

87,372 

1  11,804 

131,059 

23,609 

262,117 

47,218 

524,235 

Illustrative  Incremental  Cost-effectiveness'* 


3% 

706 

9,413 

1,177 

15,689 

1,766 

23,533 

3,532 

47,067 

7,064 

94,134 

7% 

4,220 

46,849 

7,033 

78,082 

10,549 

117,123 

21,098 

234,246 

42,197 

468,492 

^  Attributes  40%  of  benefits  arxi  associated  costs  to  SAMHSA 


E.  Distributional  Effects 

These  regulations  will  impose  a 
variety  of  sector-specific  distributional 
efiects.  Those  sectors  affiliated  with 
tobacco  and  tobacco  products  will  lose 
sales  revenues  and  these  losses  will 
grow  over  time.  Businesses  engaged  in 
the  provision  of  tobacco  product 
advertising  may  edso  face  reduced 
revenues.  Simultaneously,  nontobacco- 
related  industries  will  gain  sales, 
because  dollars  not  spent  for  tobacco 
products  will  be  spent  on  other 
commodities.  ’ 

1.  Tobacco  ManufacUuors  and 
Distributors 

For  its  calculation  of  regulatory 
benefits,  FDA  estimates  that 
implementation  of  the  regulations  may 
reduce  the  cigarette  consumption  of 
underage  smokers  by  one-hidf  within  7 
years.  As  discussed  earlier  in  this 
section,  based  on  data  presented  in 
Cummings,  et  al.,  FDA  finds  that 
teenage  smokers  under  the  age  of  18 
consumed  about  316  million  packs  of 
cigarettes  in  1994.  A  50-percent  cut  in 
sales  would  drop  the  number  of  packs 
sold  by  158  million.  Moreover,  FDA  has 
assmned  that  at  least  one-half  of  those 
500,000  teenagers  who  would  be 
deterred  from  starting  to  smoke  each 
year  would  refrain  firom  smoking  as 
adults,  decreasing  the  number  of  adult 
smokers  by  250,000  per  year.  Because 
each  adult  smoker  consmnes  about  500 
packs  per  year,  about  124  million  fewer 
packs  wovdd  be  sold  per  year. 

Thus,  achieving  the  agency’s  goal 
would  reduce  cigarette  consmnption  by 
158  million  pad^  in  the  first  year 
(while  only  teenagers  are  affected),  158 
million  plus  124  million  packs  in  the 
second  year,  158  million  plus  2  times 
124  million  packs  in  the  third  year,  and 
so  on.  Since  1994  cigarette  shipments 


totaled  36.3  billion  packs,  cigarette 
consumption  would  fall  by  about  0.4 
percent  in  the  first  year,  1.8  percent  in 
the  fifth  year,  and  3.5  percent  in  the 
tenth  year  following  implementation. 

(In  fact,  these  reductions  may  take  even 
longer,  because  it  may  be  several  years 
before  the  50-percent  effectiveness  level 
is  achieved,  and  because  young  adults 
smoke  fewer  packs  than  older  adults). 

Hence,  annual  tobacco  revenues  will 
decline  slowly  over  time.  The  U.S. 
Bureau  of  the  Census  estimates  1994 
revenues  for  cigarette  and  smokeless 
tobacco  manufacturers  at  about  $25.9 
billion.  3^2  Assiuning  comparable 
reductions  in  smokeless  tobacco,  these 
calculations  imply  that  tobacco 
manufacturer  revenues  will  fall  by  $128 
million  in  the  first  year  (0.5  percent), 
$501  million  in  the  fifth  year  (1.9 
percent),  and  $966  million  in  the  tenth 
year  (3.7  percent).  While  these 
reductions  are  significant,  the  gradual 
phasing  of  the  impacts  will  significantly 
dissipate  any  associated  economic 
disruption. 

In  a  1992  report  prepared  for  the 
Tobacco  Institute,  Price  Waterhouse 
estimated  that  the  tobacco 
manufacturing,  warehousing  and 
wholesale  trade  sectors  employed  about 
107,000  full-time  workers.  Thus,  a 
constant  production-to-employment 
ratio  projects  that  a  3.7-percent 
reduction  in  sales  over  a  10-year  period 


341  'Tobacco  Situation  and  Outlook  Report,” 
U.SD.A.,  Economic  Research  Service,  p.  4,  April 
1995. 

M»‘‘1994  Annual  Survey  of  Manufactures:  Value 
of  Product  Shipments,”  U.S.  Department  of 
Commerce ,  Bureau  of  the  Census,  Table  1,  p.  210. 
ASM  does  not  report  data  below  the  S-digit  SIC 
Code  Level.  FDA  assumed  chewing  tobacco 
represented  the  same  percentage  of  SIC  Code  213.1 
(Chewing  and  Smoking  Tobacco)  in  1994  as  it  did 
in  1992  when  it  was  classified  at  a  6-digit  SIC  code 
in  the  Census  of  Manufacturers. 

343  ‘The  Economic  Impact  of  the  Tobacco 
Industry  on  the  United  States  in  1990,”  Price 
Waterhouse,  p.  ES-3,  October  1992. 


would  result  in  the  displacement  of 
about  4,000  jobs,  or  400  jobs  annually 
among  manufacttirers,  warehousers,  and 
wholesalers.  Alternatively,  a  University 
of  Virginia  study  concluded  that  “the 
Price  Waterhouse  study  for  the  Tobacco 
Institute  provides  estimates  of  tobacco’s 
impact  that  are  high  compared  to  other 
measures.”  That  study  referenced  a 
recent  U.S.  Department  of  Agriculture 
analysis  by  Gale  that  found  that 
manufacturing  and  wholesale  trade 
activities  employ  only  83,000  full-time 
equivalent  workers.  If  true,  this 

finding  reduces  these  job  loss  estimates 
to  about  3,000  jobs,  or  300  annually. 

The  smaller  job  loss  estimate  is 
generally  confirmed  by  a  recent  study 
by  Warner,  et  al.,  who  applied  a 
computer  simulation  model  to  forecast 
the  regional  impact  of  reductions  in 
tobacco  use.  xhe  authors  used  “a 
state-of-the-art  macroeconomic  model  to 
simulate  what  would  happen  if 
consmners  reduced  their  tobacco 
expenditures,  with  the  same  level  of 
spending  redistributed  to  other  goods 
and  services  *  *  One  scenario 
assumed  that  tobacco  control  activities 
would  reduce  the  expected  rate  of 
tobacco  purchases  by  2.06  percent  per 
year,  or  roughly  5  times  the  estimated 
effect  of  the  FDA  rule.  While  this 
scenario  does  not  present  direct  impacts 
to  the  tobacco  industry  alone,  it 
forecasts  job  losses  after  8  years  of  6,401 
for  all  U.S.  wholesalers  and  5,957  for 
Southeast  Tobacco  Region 


Knapp.,  J.  L,  ‘Tobacco  in  Virginia."  Weldon 
Cooper  Center  for  Public  Service,  University  of 
Virginia,  p.  5.  December  1995. 

Gale,  F.,  "What  Tobacco  Fanning  Means  to 
Local  Economies,”  U.S.  Department  of  Agriculture, 
Economic  Research  Service,  Agriculture  Economic 
Report  Number  694,  p.  5,  September  1994. 

34«  Warner,  K.  E.,  G.  A.  Fulton,  P.  Nicolas,  and  D. 
R.  Grimes,  “Employment  Implications  of  Declining 
Tobacco  Product  Sales  for  the  Regional  Economies 
of  the  United  States,”  JAMA,  pp.  124W1246,  April 
24, 1996. 
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manufacturers.  Accoimting  for  the 
multiple  of  5,  comparable  job  losses 
attributable  to  the  FDA  rule  would  total 
about  2,600  after  8  years,  or  about  325 
annually. 

The  Barents  Group  did  not  address 
the  long-term  gradual  decline  in  tobacco 
use  projected  by  FDA.  Nevertheless,  it 
claimed  that  the  agency  vmderestimated 
the  economic  impact  on  indust^  by 
failing  to  accoimt  for  the  lost  sales  to 
adults  that  would  result  from  the 
proposed  ban  on  vending  machines  and 
self-service  displays  and  the  reqiiired 
checking  of  customer  I.D.’s.  The  Barents 
Group  argued  that  the  added  consumer . 
inconvenience  imposed  by  these 
provisions  was  tantamoimt  to  an 
increase  in  the  effective  price  of  tobacco 
products,  which  would  rapidly  decrease 
the  consumption  of  tobacco  by  adidts. 
Relying  on  “hypothetical  scenarios” 
that  assiune  demand  declines  of  5  and 
10  percent,  the  Barents  (koup  forecast 
that  the  tobacco  manufacturing  industry 
would  lose  from  1,800  to  3,700  jobs  due 
to  this  increased  consumer 
inconvenience. 

FDA  believes  these  Barents 
projections  are  substantially  overstated. 
Impacts  associated  with  cigarette 
consumption  declines  of  5  to  10  percent 
cannot  possibly  be  attributed  to  the  loss 
of  vending  machines,  because  vending 
machine  purchases  make  up  less  than  1 
percent  of  all  cigarette  purchases. 
Further,  according  to  NAMA,  there  are 
only  141,000  cigarette  vending 
machines  oirrently  in  use  (and  that 
number  is  falling  rapidly),  and  the  cost 
analysis  prepaid  by  the  Barents  Group 
predicted  that  100,000  of  these 
machines  would  be  replaced  by  new 
ore  establishments.  Thus,  the  Barents 
Group’s  own  analysis  eliminates  any 
added  consumer  inconvenience  from 
three-quarters  of  the  existing  inventory 
of  machines.  Moreover,  the  near-term 
impact  on  adult  tobacco  consumption 
will  be  further  moderated  both  b^use 
the  final  rule  allows  vending  machines 
in  “adult”  facilities,  and  bemuse  the 
added  inconvenience  cost  will  be 
partially  offset  by  the  lower  price  of  the 
ore  pr^uct.  These  factors  together 
make  it  extremely  unlikely  that  fewer 
vending  machines  will  lead  to  a 
substantial  near-term  fall  in  tobacco 
industry  sales  revenues. 

The  likelihood  that  tobacco  sales  will 
decline  significantly  due  to 
inconvenience  imposed  on  adult 
customers  by  the  self-service  restriction 
is  similarly  remote.  While  some 
purchasers  would  need  more  time  to 
complete  a  transaction,  other  purchasers 
would  save  time  by  no  longer  having  to 


search  and  retrieve  a  desired  product.  In 
the  absence  of  empirical  evidence,  the 
result  is  indeterminate;  but  FDA  has 
seen  no  convincing  evidence  or 
arguments  to  demonstrate  that  any 
delays  caused  by  the  self-service 
restriction  vdll  significantly  curtail 
adult  tobacco  use. 

Finally,  although  FDA  calculated 
above  that  increased  delays  due  to  I.D. 
checking  could  cost  young  adult 
consumers  under  the  age  of  26  up  to  $50 
million  per  year,  even  this  cost  would 
not  lead  to  significemt  consmnption 
declines.  As  described,  the  increased 
checkout  waiting  time  for  yoimg 
purchasers  was  estimated  to  average 
about  8.3  seconds,  which  translates  to  a 
cost  of  about  2.3  cents  per  transaction, 
or  1.35  percent  of  the  cost  of  a  pack  of 
cigarettes.  According  to  the  Barents 
Group,  representative  estimates  of 
demand  elasticities  for  cigarettes  range 
from  -0.6  to  -1.0.  Yoimg  adults  under 
the  age  of  26,  however,  purchase  only 
about  10  percent  of  all  tobacco  products. 
Thus,  the  fall  in  total  tobacco  sales 
would  be,  at  most,  0.1  percent,  not  the 
5  to  10  percent  assumed  by  the  Barents 
Group.  Moreover,  even  the  0.1  percent 
figure  is  an  overestimate,  because  those 
consumers  irritated  by  the  delay  'will 
increase  the  volume  of  tobacco  products 
purchased  per  transaction.  As  a  result, 
t^e  number  of  cartons  sold  will  rise,  but 
the  decline  in  tobacco  product  sales 
revenues  attributable  to  the 
inconvenience  effects  of  I.D.  checks  will 
be  negligible. 

2.  Tobacco  Growers 

As  explained  above,  total  cigarette 
and  chewing  tobacco  consumption  is 
expected  to  decrease  by  0.5  percent  in 
the  first  year,  1.9  percent  by  the  fifth 
year,  and  3.7  percent  by  the  tenth  year, 
following  compliance  with  the 
regulation.  Price  Waterhouse  estimated 
that,  on  a  full-time  equivalent  basis, 
about  153,000  farmers  grew  tobacco  in 
1990.  Based  on  these  figures,  constant 
production-to-employment  ratios  imply 
employment  losses  among  tobacco 
growers  of  about  5,700  after  10  years,  or 
about  570  armually.  Alternatively,  the 
Gale  study  for  the  U.S.  Department  of 
Agriculture  (USDA)  estimated  the 
number  of  full-time  equivalent  tobacco 
farmers  to  be  only  65,400,  which  would 
reduce  the  job  loss  estimate  to  about 
2,500  by  the  tenth  year,  or  250  armually. 

This  latter  figure  also  closely  fits  the 
findings  of  Warner,  et  al.,  who,  as 


Gale,  F.,  “What  Tobacco  Farming  Meana  to 
Local  Economics,”  USDA,  Economic  Research 
Service,  Agriculture  Economic  Report  Number  64, 
p.  5,  September  1694. 


described  above,  used  a  “state-of-the- 
art”  macroeconomic  simulation  model 
to  project  the  employment  effects  of 
declining  tobacco  consumption. 
Assuming  domestic  tobacco 
consumption  decreases  of  2.06  percent 
per  year,  Warner,  et  al.  predicted  about 
7,500  job  losses  within  an  8-year  period 
for  “Southeast  Tobacco  Region*’ 
farmers.  As  this  fall  in  tobacco  use  is 
roughly  five  times  that  projected  by 
FDA,  the  analogous  job  loss  estimate 
would  be  about  1,500  over  the  8-year 
period,  or  about  190  per  year. 

According  to  the  USDA  study  by  Gale, 
“[f]or  most  farms,  tobacco  growing  is  a 
part-time,  seasonal  enterprise,  and 
production  per  farm  is  usually  small. 
About  tvfo-thirds  of  tobacco  farmers 
work  off-farm.”  Citing  1987  Census 
of  Agriculture  data.  Gale  notes  that  only 
65  percent  of  the  farms  growing  tobacco 
in  the  United  States  reported  earning 
more  than  half  of  their  receipts  from 
tobacco,  and  of  those  farms, 
approximately  80  percent  had  total  farm 
sales  under  $20,000.  He  explains  that 
the  availability  of  alternative  land  uses 
will  dictate  the  economic  results: 

The  key  factor  in  adjustment  to  a  smaller 
tobacco  industry  is  the  alternative  uses 
available  for  land,  labor,  and  capital  used  in 
tobacco  production  *  *  *  For  the  most  part, 
concern  is  focused  on  rural  areas  where 
tobacco  is  grown  because  this  stage  of 
production  has  the  most  specialized 
resources  with  fewer  attractive  alternative 
uses.  In  many  areas,  small  forms  that  are 
unviable  without  tobacco  profits  would  cease 
production  and  their  land  would  be  absorbed 
into  larger  neighboring  forms  or  converted  to 
other  uses  *  *  *  In  marginal  forming  areas 
*  *  *  much  of  the  land  devoted  to  tobacco 
would  be  converted  to  residential, 
commercial,  industrial,  or  forestry  uses,  in 
which  case  it  would  still  generate  income  for 
the  local  economy  *  *  *  This  land  is  already 
being  converted  to  nonfarm  uses  in  rapidly 
growing  areas  like  southern  Maryland  and 
Raleigh-Durham,  North  Carolina. 

FDA  notes  that  the  economic 
consequences  of  these  trends  will  be 
substantially  mitigated  by  the  very 
moderate  pace  of  the  projected  changes. 

3.  Vending  Machine  Operators 

The  final  regulation  prohibits  all 
vending  machine  sales  of  regulated 
tobacco  products  except  for  those 
machines  located  in  a  facility  where 


***  Warner,  K.  E.,  G.  A.  Fulton,  and  D.  R.  Grimes, 
“Employment  Implications  of  Declining  Tobacco 
Product  Sales  for  the  Regional  Economies  of  the 
United  States,”  JAMA,  pp.  1241-1246,  April  24, 
1996. 

*'**Gale,  F.,  “What  Tobacco  Farming  Means  to 
Local  Economies,”  USDA,  Economic  Research 
Service,  Agriculture  Econcunic  Report  Number  64, 
p.  1,  September  1994. 

»*>/d..  p.  ili. 
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persons  under  the  age  of  18  are  not 
present  at  any  time.  In  recent  years, 
cigarette  vending  sales  have  dropped 
precipitously,  due  to  niunerous 
restrictive  State  and  local  ordinances. 
According  to  the  NAMA: 

[t]he  1986  cigarette  location  survey 
mirrored  an  industry  with  about  700,000 
cigarette  vending  machines  on  location.  In 
1994,  the  vending  industry  was  estimated  to 
have  between  141,000  and  400,000  cigarette 
machines.  This  represents  a  decline  in  the 
mmiber  of  cigarette  vending  machines  on 
locaticn  of  between  43  percent  and  80 
percent. 

The  U.S.  Department  of  Commerce  3®* 
reports  that  1992  sales  of  tobacco 
products  by  automatic  merchandising 
machine  operators  were  about  $452 
million,  or  7.1  percent  of  that  sector’s 
total  sales,  but  a  NAMA  fact  sheet 
shows  this  rate  continuing  to  fall, 
dropping  from  8.5  percent  in  1990  to  2.7 
percent  in  1994.  One  trade  magazine 
explains  that,  “[c]igarette  vending,  once 
an  industry  mainstay,  is  now  a  niche 


business  increasingly  conducted  by 
specialized  enterprises.”  3®* 

Referring  to  1992  Census  data,  NAMA 
declared  that  over  3,000  vending 
machine  operators  supply  cigarettes,  not 
including  the  bars,  restaurants,  hotels, 
and  bowling  alleys  that  own  their  own 
machines.  On  average,  these  mostly 
small  firms  receive  10  percent  of  their  ' 
revenues  horn  cigarette  sales,  although 
some  firms  are  even  more  dependent. 
While  some  vending  machines  can  be 
converted  to  sell  other  products,  one 
large  cigarette  machine  manufactiurer 
maintained  that  more  than  85  percent  of 
the  existing  machines  can  be  converted 
only  for  new  products  with  packaging 
similar  in  dimension  and  form  to 
cigarette  packages. 

While  vending  operators  will  need  to 
develop  new  markets  to  replace  the 
already  dwindling  sales  revenues  from 
cigarette  vending  machines,  the  overall 
economic  impact  will  be  mitigated 
somewhat  by  FDA’s  decision  to  exempt 
“adult  only”  locations  from  the  ban. 
According  to  a  1995  NAMA  survey,  58 


percent  of  cigarette  vending  machines 
are  located  in  bars  and  cocktail  loimges, 
11  percent  in  factory /plant  locations, 
and  3  percent  in  business  offices.  3*3 
Those  locations  that  do  not  permit  the 
entry  of  youngsters  under  the  age  of  18 
will  be  exempted  from  the  cigarette 
vending  machine  restriction. 

4.  Advertising  Sector 

In  annual  reports  to  FTC, 
manufacturers  of  cigarettes  and 
smokeless  tobacco  reported  1993 
advertising  and  promotional/marketing 
expenditures  of  $6.0  billion  and  $119 
million,  respectively  (see  Table  14), 
About  $2.6  billion  (43  percent)  of  these 
outlays  went  to  consmners  as  financial 
incentives  to  induce  further  sales  (e.g., 
coupons,  cents-ofi,  buy-one-get  one  firee, 
hoe  samples),  and  $1.6  billion  (26 
percent)  to  retailers  to  enhance  the  sale 
of  their  product.  The  remaining  $1.9 
billion  (31  percent)  were  related  to 
consumer  advertising  activities  that  will 
be  significantly  modified  by  the  “text 
only”  restrictions. 


TABLE  14.— TOBACCO  ADVERTISING/PROMOTIONAL  EXPENDITURES 
1993  (Millions  of  Dollars)' 


Promotion  Type 

Cigarettes 

Smokeless 

Total 

Coupons/Value  Added 

2,559 

32 

2,591 

Promotional  Allowances 

1,558 

13 

1,571 

Point  of  Sale 

401 

13 

414 

Specialties  Items 

756 

4 

760 

Outdoor 

231 

1 

232 

Magazines 

235 

7 

242 

Public  Entertainment 

84 

23 

107 

Free  Samples 

40 

16 

56 

Transit 

39 

0 

39 

Newspapers 

36 

1 

37 

Direct  K^l 

31 

1 

32 

Erxiorsements 

0 

0- 

0 

All  Others 

64 

7 

71 

Total 

6,035 

119 

6,154 

'  Totals  not  add  due  to  roundly. 
Source:  U.S.  Federal  Trade  Commission 


FDA  cannot  project  the  ultimate 
industry  response  to  these  advertising 
restrictions.  On  the  one  hand,  the 
effectiveness  of  many  advertisements 
will  fall.  On  the  other  hand,  many 
alternative  marketing  promotional 
activities  will  be  prohibited  or 
constrained  even  more  stringently, 
raising  the  relative  desirability  of  the 
remaining  advertising  options. 
Moreover,  as  described  above,  FDA  may 

>3*  U.S.  Department  of  Commerce,  “Merchandise 
Line  Sales,”  1992  Census  of  Retail  Trade,  RC92-S- 
3RV,  pp.  3-27,  3-31. 

Vending  Times,  Census  of  the  Industry  Issue, 
p.  36-D,  1995. 


require  new  informational  programs  that 
would  generate  a  substantial  increase  in' 
advertising  industry  revenues. 
Nevertheless,  if  tobacco  outlays  fall, 
there  will  be  short-term  dislocations  as 
industry  resources  are  redirected  to 
other  uses.  One  firm  that  depends 
heavily  on  tobacco  advertising  warned 
of  severe  economic  burdens,  pointing  to 
income  and  job  losses  for  many  of  its 
employees  and  suppliers.  Most 

1S3  National  Automatic  Merchandising 
Association,  Cigarette  Vending  Machine  Location 
Study,  conducted  August  31, 1995. 


advertising  suppliers,  however,  are  not 
overly  specialized  with  respect  to 
particular  consumer  products  and 
would  redirect  resources  to  other 
advertising  purchasers,  albeit  at  some 
revenue  loss.  While  FDA  is  aware  that 
such  demand  shifts  cause  short-term 
disruption,  the  U.S.  economy  creates 
and  discards  thousands  of  products 
each  day.  For  most  advertising  media, 
the  ability  to  respond  rapidly  to 
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changing  markets  is  a  mainstay  of 
economic  sitrvival. 

a.  Print  media.  The  final  regvdation 
requires  that  advertising  of  cigarettes  or 
smokeless  tobacco  be  restricted  to  black 
text  on  a  white  background  in  those 
publications  where  youthful  readers 
constitute  more  than  15  percent  of  total  ■ 
readership  or  number  more  than  2 
million.  FDA  caimot  reasonably  forecast 
the  future  marketing  strategies  of 
tobacco  manufacturers,  but  foresees  a 
possible  fall  in  the  $242  million  worth 
of  magazine  advertising  and  the  $37 
million  worth  of  newspaper  advertising 
that  tobacco  manufacturers  reported  to 
the  FTC  in  1993.  These  advertising 
revenues  comprised  about  1.1  percent 
and  0.1  percent  of  the  1992  value  of 
shipments  for  periodicals  and 
newspapers,  respectively,  xhe 
Barents  Group  identified  32  leading 
magazines  with  tobacco  advertising  in 
1994  that  have  youth  readership  levels 
exceeding  the  i^egulatory  threshold  and 
found  that  these  publications  received, 
on  average,  7.3  percent  of  their  total 
advertising  revenues  from  tobacco  in 
1994.  They  also  predicted,  based  on  the 
sharp  downward  trend  of  these 
advertising  outlays,  a  21-percent  drop  in 
magazine  advertising  and  a  45-percent 
drop  in  newspaper  advertising  for 
tobacco  products  by  1996,  irrespective 
of  the  FDA  regulation. 

The  impact  of  these  restrictions  on  the 
various  advertising  media  and  agencies 
is  difficult  to  determine.  The  Barents 
Group  contended  that  FDA  had  argued 
in  its  original  analysis  that  “regulations 
for  print  media  will  have  little  or  no 
adverse  impact.”  In  fact,  FDA  made  no 
such  projection,  although  the  agency 
did  present  several  historical  examples 
of  advertising  bans  (e.g.,  the  broadcast 
ban  on  tobacco  products)  where 
advertising  revenues  rebounded  in  spite 
of  new  legal  restrictions.  The  Barents 
Group  also  faulted  FDA  for  not 
comptiring  actual  revenues  after  the 
broadcast  ban  to  revenues  “that  would 
have  been  expected  in  the  absence  of 
the  ban.”  FDA,  however,  does  not 
believe  that  this  “counter  factual”  logic 
for  estimating  costs  precludes  the 
agency  from  suggesting  that  income  and 
employment  would  not  necessarily  fall 
in  the  wake  of  new  advertising 
restrictions. 

Several  comments  declared  that 
advertising  outlays  would  fall  sharply 
and  subscription  prices  rise.  According 
to  the  Barents  Group,  imagery  is  a 
prerequisite  for  effective  promotion  and, 


Statistical  Abstract  of  the  United  States,  p. 
750, 1995. 


in  its  absence,  magazine  and  newspaper 
advertising  revenues  would  fall  by  25  to 
75  percent.  It  also  predicted  that  the 
reduced  revenues  would,  in  turn,  force 
publication  subscription  prices  to  rise. 

FDA  agrees  that  there  will  be  adverse 
impacts  on  certain  publications,  but 
notes  that  the  tobacco  industry  is 
currently  shifting  its  advertising  budget 
away  from  print  media  and  that  only  6 
of  the  32  afiected  magazines  identified 
by  the  Barents  Group  received  over  10 
percent  of  their  revenues  from  tobacco 
products.  Moreover,  as  noted  earlier, 
while  FDA  cannot  project  the  tobacco 
industry’s  marketing  strategies,  the 
agency  suggests  that  restricted 
promotion  alternatives  could  reestablish 
print  advertising  as  a  relatively 
attractive  option  for  conveying  product 
information  to  adult  readers;  thereby 
slowing  or  even  reversing  the  recent 
slide  in  this  type  of  tobacco  advertising. 

The  Barents  Group  also  asserted  that 
the  commercial  printing  industry,  as 
well  as  other  industry  sectors,  would  be 
harmed  by  restrictions  on  coupons  and 
“retail  value  added”  promotions.  These 
expenditiires,  which  account  for  $2.6 
billion,  or  42  percent  of  the  total  tobacco 
advertising  and  promotional  outlays 
reported  to  FTC  in  1993,  include  outlays 
associated  with  cents-off  coupons  and 
multiple  pack  promotions,  such  as  “buy 
one,  get  one  fi^”  or  “buy  two,  get  one 
free;”  as  well  as  other  give-away 
promotions,  such  as  “buy  cigarettes  and 
get  a  fi«e  promotional  item.”  The  former 
activity  will  be  permitted  but  the  latter 
prohibited  under  the  final  regulation. 
Although  a  comment  submitted  by  the 
Tobacco  Institute  noted  that, 
“[ajnalytically,  such  spending  is  more 
akin  to  a  price  cut  than  to 
advertising,”  the  Barents  Group, 
nonetheless,  concluded  that,  “[a] 
considerable  part  of  this  spending 
would  likely  be  eliminated  by  the 
proposed  regulations.”  FDA,  however, 
does  not  agree  that  the  printing  industry 
will  be  significantly  affected  by  changes 
in  “coupons  and  vdue  added”  outlays. 
Cents-ofi  coupons  and  multiple  pack 
promotions  are  the  principal 
components  of  these  promotions  and 
will  continue  to  be  available  under  the 
final  rule. 

b.  Advertising  agencies  and  other 
suppliers.  Advertising  agency  revenues 
are  directly  tied  to  the  level  of 
advertising  expenditures  by  product 
manufacturers.  If  tobacco  manufacturers 
reduce  advertising  outlays,  these 
agencies  will  lose  income.  The  Barents 


3SS  Beales,  J.  H.,  “Advertising  and  the 
Determinants  of  Teenage  Smoking  Behavior,’’  vol. 
44,  p.  13, 1993. 


Group  foimd  that,  in  1993,  tobacco 
companies  routed  almost  $1  billion 
through  ad  agencies  (less  than  1  percent 
of  the  reported  $131.3  billion  spent  on 
U.S.  me^a  advertising  in  1992).  3*® 
Assuming  agency  fees  of  10  percent 
(while  overlooking  the  proposed  $150 
millio.’i  educational  campaign),  it 
suggested  that  advertising  declines  of  25 
to  75  percent  would  decrease  agency 
annud  revenues  by  $25  million  to  $77 
million.  Assuming  a  50  percent  drop 
($140  million)  in  magazine  and 
newspaper  advertising,  the  Barents 
Group  next  applied  a  simulation  model 
to  predict  that  supplier  firms  among 
advertising  agencies,  government, 
business  and  professional  services,  and 
commercial  printers  businesses  would 
lose  revenues  of  from  $12  to  $23 
million.  While  acknowledging  that, 

“*  *  *  there  will  be  eventual  offsetting 
revenue  gains  in  other  industries  not 
shown  *  *  *,”  these  other  sectors  were 
not  identified  and  the  offsetting 
revenues  not  explicitly  quantified.  The 
Barents  Group  correctly  noted  that  the 
adjustments  will  involve  short-term 
costs  to  the  afiected  sectors,  but  did  not 
estimate  the  expected  magnitude  of 
these  adjustment  costs. 

c.  Outdoor  advertising  industry  and 
public  transit  authorities.  The  final  rule 
restricts  tobacco  billboards  and  public 
transit  advertising  to  black  text  on  a 
white  background  and  bans  all 
stationary  outdoor  tobacco  ads  within  a 
1,000-foot  radius  of  any  school  or  public 
playgromid.  The  Barents  Group 
predicted  that  almost  all  mrban  areas 
would  be  covered  by  the  ban  and 
expected  almost  no  new  outdoor 
tobacco  advertising  “even  in  permitted 
areas  due  to  the  relative  ineffectiveness 
of  black-and-white  text  as  an  advertising 
medium.”  Further,  explaining  that  the 
$232  million  spent  on  outdoor 
advertising  in  1993  accoimts  for  about 
14  percent  of  all  outdoor  advertising  in 
the  United  States,  the  Barents  Group 
foimd  it  unlikely  that  the  industry  could 
find  new  means  of  maintaining  its 
current  revenues. 

In  fact,  the  billboard  industry  and 
public  transit  districts  will  have  to  find 
replacements  irrespective  of  this 
regulation.  According  to  the  Barents 
Group  projections,  spending  on  outdoor 
advertising  by  tobacco  compemies  will 
fall  by  almost  40  percent  between  1988 
and  1996  (Appendix  Table).  One 
billboard  trade  source  notes  that, 
“almost  60  percent  of  the  industry’s 
1979  revenues  were  derived  from 


***  Endicott.  R.  C.,  “Top  Advertisers  Rebound, 
Spending  to  $36  Billion,”  Advertising  Age,  vol.  64, 
No.  41,  p.  1,  September  29, 1993. 
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tobacco  and  alcohol  advertisers.  Today 
that  number  is  down  to  13  percent, 
replaced  by  retail,  business  and 
consumer  services,  entertainment,  and 
travel  advertisers.”  Similarly,  FDA’s 
prelimineiry  economic  analysis  had 
recognized  that  Canada’s  billboard 
industry  had  rapidly  adjusted  to  a 
recently  imposed  advertising  ban  and 
‘‘quickly  replaced  $20  million  in  lost 
cigarette  revenues  with  ads  for  food, 
soap,  toothpaste  and  beer.”®*® 

In  1993,  tobacco  industry  spending  on 
public  transit  ads  ($39.1  million) 
contributed  less  than  1  percent  to  total 
public  transit  revenues,  having  declined 
by  35  percent  from  1990  to  1993. 
Acknowledging  that  these  expenditvues 
would  continue  to  fall,  irrespective  of 
this  rule,  the  Barents  Group  argued  that 
since  relatively  few  tremsit  authorities 
accept  tobacco  ads,  the  impact  of  the 
regulation  would  be  significant  for  those 
few. 

d.  Specialty  item  suppliers.  The 
prohibition  of  nontobacco  specialty 
items  bearing  the  name  or  logo  of 
tobacco  products  will  affect  a 
substantial  number  of  specialty 
manufactiu^rs.  In  earlier  comments  to 
FTC,  the  Specialty  Advertising 
Association  International  noted  that  it 
‘‘represents  4,400  firms  that 
manufacture  or  sell  utilitarian  objects 
imprinted  with  advertising  *  *  * 
pr^ominantly  small  businesses.”  It  is 
likely  that  some  of  these  firms  would,  at 
least  initially,  lose  part  of  this  $760 
million  market  and  would  experience 
short-term  costs  while  exploring  other 
business  options. 

The  Barents  Group  projected  that 
manufactmer  outlays  for  these 
promotional  items,  in  the  absence  of  the 
FDA  rule,  would  triple  between  1993 
and  1996,  rising  from  $760  million  to 
$2.2  billion,  assumed  that  the  rule 
would  cause  revenue  decreases  of  23  to 
75  percent,  and  modeled  the  impacts 
among  other  affected  industry  sectors 
(e.g.,  miscellaneous  manufacturers 
producing  matches  and  matchbooks, 
cigarette  lighters,  pens  and  pencils, 
sporting  goods,  etc.).  The  revenue  and 
employment  losses,  therefore,  were 
measiired  from  a  baseline  that  assumed 
a  tripling  of  future  industry  revenues. 
While  these  growth  projections  may  be 
optimistic,  they  demonstrate  the  rapid 
swings  that  typify  the  market  for  many 
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of  these  industries.  Indeed,  the  Barents 
Group’s  forecasts  imply  that  even  if  the 
FDA  rule  were  to  reduce  the  1996  level 
of  tobacco  industry  advertising  on 
specialty  items  by  50  percent,  these 
outlays  would  still  exceed  the  1995 
level. 

In  any  case,  FDA  believes  that  the 
Barents  Group’s  forecasted  impacts  may 
be  overestimated,  as  they  primarily 
reflect  static  outcomes,  whereas  firms 
supplying  such  products  are  constantly 
adjusting  production  in  response  to 
rapidly  shifting  patterns  of  demand. 
While  these  regulatory  changes  will 
impose  short-term  dislocation  costs, 
these  costs  will  be  significantly 
mitigated  in  view  of  the  extensive  lead 
time  provided.  Again,  the  Barents  Group 
noted  that  FDA  had  not  quantified  these 
tremsitory  costs,  but  it  also  provided  no 
estimate. 

e.  Sponsorship  recipients.  According 
to  reports  submitted  to  FTC,  U.S. 
tobacco  companies  spent  $107  million 
on  public  entertainment,  primarily 
sporting  events,  in  1993.  ®®°  In 
comparison,  total  spending  on  corporate 
sponsorships  for  sports,  arts,  and  other 
entertainment  by  all  North  American 
companies  is  estimated  to  reach  $5.4 
billion  in  1996.  FDA  received 
numerous  public  comments  asserting 
that  the  loss  of  sponsorship  revenues  for 
sporting  events  would  increase  ticket 
prices  and,  in  turn,  reduce  spectator 
attendance.  In  particular,  comments 
pointed  to  the  potentied  loss  of  jobs, 
employee  benefits,  and  business 
revenues  associated  with  race  track 
events. 

The  Barents  Group  contended  that  a 
substantial  part  of  the  payments  made 
by  tobacco  manufacturers  would  be 
eliminated  by  a  ban  on  tobacco  brand 
sponsorships,  because  few  sponsors 
would  agree  to  continue  sponsorships 
imder  corporate  names.  Acknowledging 
the  lack  of  reliable  information  on 
economic  impacts;  it,  nonetheless, 
referenced  several  studies  showing  that 
lost  sponsorship  dollars  decrease 
revenues  and  temporary  jobs  for  loced 
economies.  The  Barents  Group 
predicted  that,  as  tobacco  companies 
eliminate  payments,  other  advertisers 
would  replace  the  major  sponsorships, 
but  leave  reduced  or  no  funding  for  the 
less  popular  events.  On  this  basis,  it 
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projected  a  25  to  75  percent  reduction 
in  sponsorship  dollars,  calculated  to 
result  in  revenue  losses  of  $27  to  $80 
million. 

Among  the  affected  U.S.  sporting 
events,  the  auto  racing  industry  receives 
the  greatest  amount  of  tobacco 
sponsorship  revenues.  The  Barents 
Group  relict  on  various  editions  of  the 
lEG  Intelligence  Reports  (lEG)  to  list 
these  sponsorships.  In  reviewing  the 
DSG  data  and  other  sources,  FDA  found 
that  about  $29  million  worth  of  1995 
tobacco  sponsorship  revenues  were 
designated  for  the  National  Association 
for  Stock  Car  Auto  Racing 
(NASCAR);  which  amounted  to 
about  8.3  percent  of  estimated  NASCAR 
sponsorship  revenues®®®  and  about  1.4 
percent  of  estimated  NASCAR  total 
revenues.  ®®^  The  lEG  data  listed  Indy 
Car  tobacco  sponsorships  totaling  only 
about  $13  million,  although  these  data 
did  not  cover  all  events. 

As  the  majority  of  the  NASCAR 
tobacco  sponsorship  revenues  were 
directed  to  the  Winston  Cup  or  other 
lead  series,  FDA  agrees  that  a  major 
effect  of  the  ban  will  be  to  decrease  the 
price  of  sponsorships,  permitting 
smaller  sponsors  to  "trade  up”  to  the 
more  prestigious  sponsorships  left 
vacant  by  tobacco  companies.  Although 
new  company  sponsors  will  be  attracted 
by  the  lower  overall  sponsorship  costs, 
this  “ripple  effect”  will  impose 
shortfalls  for  some  smaller  or  lower 
profile  events.  This  economic  impact 
will  be  somewhat  mitigated,  however, 
by  the  rapid  growth  in  nontobacco 
sponsorships.  According  to  lEG 
estimates,  over  the  past  year,  motorsport 
sponsorship  spending  rose  by  about  17 
percent  ®®®  and  total  North  American 
corporate  sponsorship  spending  by 
about  15  percent.  ®®® 


3**  1995  lEG  Intelligence  Report  lists  $26.7 
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5.  Retail  Sector 

In  addition  to  incurring  the  economic 
costs  described  earlier,  certain  segments 
of  the  retail  industry  will  experience 
adverse  distributional  impacts  to  the 
extent  that  they  receive  smaller 
promotional  allowances  (slotting  fees) 
from  manufactiuers.  In  1993,  industry 
promotional  allowances  totaled  $1.6 
bilUon  dollars.  According  to  FTC: 

Promotional  allowances  are  designed  to 
encourage  wholesalers  and  retailers  to  stock 
and  promote  a  company’s  products, 
including  such  things  as  trade  allowances 
and  slotting  allowances.  Trade  allowances 
provide  deals  to  cigarette  wholesalers, 
dealers  and  merchants  in  the  form  of  free 
goods  or  price  reductions  in  return  for  the 
purchase  of  specific  quantities  of  goods. 
Slotting  allowances  include  fees  that  the 
cigarette  manufacturers  pay  retailers  to 
encoiuage  them  to  carry  a  new  product  or  to 
allocate  premium  shelf  space  to  a  product 
Trade  contests  and  incentives,  training 
programs,  and  trade  shows  may  also  be 
counted  as  promotional  allowances. 

One  major  convenience  store 
association,  estimating  that  its  members 
currently  receive  about  $5,000  per  store, 
remarked  that  convenience  stores  would 
“bear  a  disproportionate  btirden  should 
such  allowances  be  eliminated  as  a 
result  of  the  ban  on  self-service 
displays.”  Other  retailers  expressed 
similar  concerns  over  the  prohibition  of 
self-service  displays  and  promotional 
advertising,  fearing  it  would  lead  to  the 
elimination  of  these  revenues. 

The  Barents  Group  argued  that  there 
were  strong  reasons  to  l^lieve  that 
promotional  allowances  wovild  fall 
sharply  as  “tobacco  products  are 
withdrawn  to  inaccessible  areas  of  the 
store,  [and]  the  products  taking  their 
place  will  offer  lower  allowances.” 
While  acknowledging  that,  “(t]he 
possibility  of  promotional  payments 
continuing  may  depend  on  whether  the 
proposed  regulations  would  allow  the 
tobacco  pac^ges  and  cartons  to  be 
displayed  from  behind  the  check-out 
counter  or  firom  some  other  secured 
location  in  the  stores,"  they  nonetheless 
presented  “illustrative”  revenue 
reductions  of  from  25  to  50  percent  and 
projected  total  revenue  losses  to  the 
retail  sector  of  $556  to  $1,112  million. 
Using  the  higher  percentage,  their 
analysis  implies  that  pretax  profit 
margins  would  fall  12.4  percent  for  the 
average  sized  convenience  store  and 
even  more  for  smaller  stores.  Moreover, 
they  predicted  that  about  2  percent  of 
currently  profitable  convenience  stores 
would  thereafter  incur  losses. 

FDA  suspects  that  many  of  these 
concerns  are  imwarranted  as  tobacco 
manufacturers  will  continue  to  place 


significant  value  on  having  their 
products  situated  in  highly  visible 
locations.  Although  desirable  locations 
behind  counters  or  in  locked  display 
cases  will  be  more  limited,  there  is  little 
reason  to  believe  that  manufacturers 
would  stop  competing  for  the  best 
display  space  available.  One  comment 
indicated  that  following  a  self-service 
ban  in  a  local  area  of  Northern 
CaUfomia,  some  retailers: 

*  *  *  reported  losses  of  tobacco  industry- 
paid  slotting  fees  *  *  *  because  of  the 
removal  of  self-service  promotional  tobacco 
displays,  racks  and  kiosks;  *  *  *  other 
retailers  reported  they  did  not  loose  [sic] 
tobacco  industry-paid  slotting  fees  if  tobacco 
displays,  racks  or  kiosks  are  relocated  behind 
the  counter  or  if  they  are  replaced  by  locking 
cases  *  *  *  [There  were]  no  report^  losses 
of  other  tobacco  industry-paid  advertising 
fees,  promotional  allowances  or  other 
financial  incentives  paid  to  retailers  for 
advertising,  promoting  and  marketing 
tobacco  products  in  their  stores. 

Because  of  the  regional  aspects  of  this 
ban,  it  was  a  “worst  case”  situation  for 
retail  stores.  If  self-service  displays  were 
a  prerequisite  for  promotional 
allowances,  tdbacra  manufacturers 
would  have  qtiickly  transferred  them  to 
other  near-by  localities,  where  self- 
service  was  permitted.  The  fact  that  this 
did  not  generally  occur  demonstrates 
that  factors  other  than  self-service 
displays  can  support  manufacturer 
promotional  payments  to  retailers. 

Another  comment  noted  that,  “[ijn  at 
least  some  areas,  cigarette  companies 
have  continued  payments  to  retailers  for 
favored  display  space.  For  instance, 
Philip  Morris  has  provided  clear,  plastic 
cases  for  the  display  of  cigarette  packs 
and  cartons  in  some  stores.  These  cases 
are  placed  on  a  checkout  coimter  but 
only  accessed  from  the  clerk’s  side.  This 
eirrangement  permits  prominent  display 
.  of  cigarette  packs  to  customers  who  are 
thereby  offered  cigarettes  at  close  range 
while  being  imable  to  pick  up  packs  or 
cartons  themselves,”  In  discussing  the 
effects  of  the  Canadian  advertising  ban, 
a  Canadian  study  ^  suggested  that, 
“[ijn  the  absence  of  advertising  and 
promotion  outlets  •  *  *  the  cigarette 
industry  may  be  expected  to  provide 
greater  incentives  to  retailers  to  provide 
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request  of  Health  Canada,  p.  140,  March  1995. 


more  and  better  shelf  space  for  their 
brands  in  order  to  provide  availability  to 
the  buyer  in  the  store.”  Moreover, 
because  FDA  has  not  banned  all  point- 
of-purchase  tobacco  advertising,  “text 
only”  advertising  at  retail  stores  will  be  • 
extremely  important  to  tobacco  product 
marketers. 

In  addition,  alternative  opportunities 
for  point  of  purchase  (POP)  advertising 
have  climb^  briskly,  as  POP  experts 
“cite  in-store  advertising  as  the  fastest 
growing  segment  of  the  media 
industry.”  3®®  That  sam6  Northern 
California  study  expressly  noted  the 
“[rjeplacement  of  self-service  tobacco 
displays,  racks  and  kiosks  with  *  *  * 
non-tobacco  products  such  as  csmdy, 
gum  and  soft  drinks  for  which  the 
nitailer  receives  slotting  fees  frt>m  the 
manufacturers  of  these  products.” 

In  sum,  FDA  cannot  predict  with 
certainty  the  direction  of  future 
payments  by  product  manufacturers  to 
retailers.  The  agency  points  out, 
however,  that  tUs  rule  would  affect 
neither  the  trade  allowances  that  are 
commonly  paid  to  both  wholesalers  and 
retailers,  nor  the  slotting  allowances 
paid  to  retailers  to  encourage  them  to 
carry  a  new  product  or  to  assure  the 
availability  of  a  particular  brand  in  a 
retail  outlet.  Further,  while  many 
current  promotional  activities  will  be 
prohibited,  a  substantial  number  will 
remain  available.  As  the  competitive 
pressures  that  drive  promotional 
allowances  are  unlikely  to  abate, 
manufacturers  will  continue  to  compete 
vigorously  through  programs  Involving 
both  “text  only”  promotions  and  select 
product  placements. 

6.  Other  Private  Sectors 

FDA  is  aware  of  several  recent  studies 
that  address  the  contribution  of  tobacco 
to  the  U.S.  economy;  or  alternatively, 
the  losses  to  the  U.S.  economy  that 
would  follow  a  decline  in  tobacco- 
related  expenditures.  The  Tobacco 
Institute’s  Price  Waterhouse  report 
purports  to  measure  the  induced  effect 
on  ^e  national  economy  of  spending  by 
the  tobacco  core  and  supplier  sector 
employees  and  their  families.  That 


s»B"PO-P  Scores  with  Marketers.”  Advertising 
Age,  p.  2,  September  26, 1994. 

^’’BKropp,  R.,  "A  Position  Paper  on  Reducing 
Tobacco  Sales  to  Minors  by  Prohibiting  the  Sale  of 
Tobacco  Products  by  Means  of  Self-Service 
Merchandising  and  Requiring  Only  Vendor- 
Assisted  Tobacco  Sales,”  North  Bay  Health 
Resources  Center,  Stop  Tobacco  Access  for  Minors 
Project  (STAMP),  Petaluma,  CA,  pp.  2-3,  November 
3, 1994. 

371  “The  Economic  Impact  of  the  Tobacco 
Industry  on  the  United  States  in  1990,”  Prico 
Waterhouse,  October  1992. 
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report  concluded  that  the  induced  or 
multiplier  effects  support  2.4  jobs  for 
every  1  job  in  the  core  and  supplier 
sectors  combined,  and  over  $3  in 
compensation  for  every  $1  in  the  other 
two  sectors’  However,  a  review  of  that 
report,  by  Arthur  Andersen  Economic 
Consulting,  explained  that  such 
multipliers  lead  to  “massive  and 
unrealistic  estimates.”  That  review 
further  emphasized  that  “money  now 
being  spent  on  tobacco  would  not 
disappear  if  demand  for  tobacco  were  to 
fall,”  though  the  Price  Waterhovise 
report  implicitly  made  that  assumption. 
The  Arthur  Andersen  review  concluded 
that  these  multipliers  “provide  no  basis 
by  themselves  for  predicting  how  many 
jobs  would  be  lost  by  a  reduction  in 
tobacco  spending.”  FDA  strongly 
supports  this  latter  view. 

The  American  Economics  Group 
(AEG),  in  a  new  study  submitted  by  the 
Tobacco  Institute,  employed  a  national 
input-output  model  to  project  broad 
sectoral  and  regional  estimates  of  “the 
induced  impact  of  the  FDA  proposed 
regulations  nationwide.”  Applying  the 
low  and  high  illustrative  costs  estimated 
by  the  Barents  Group,  AEG  predicted 
job  losses  of  between  32,000  and  92,500. 
In  addition  to  the  printing  and 
publishing  industries,  significant 
employment  cutbacks  were  found  for 
food,  apparel  and  textiles,  paper,  metals, 
motor  vehicles,  and  other  miscellaneous 
manufacturers. 

FDA  is  skeptical  of  the  results  of  this 
AEG  study.  First,  the  input-output 
methodology  employs  an  inherently 
static  approach  for  estimating  economic 
impacts.  Indeed,  the  Barents  Group,  in 
its  second  report  for  the  Tobacco 
Institute,  explained  that  input-output 
models  will  not  capture  changing 
economic  conditions,  because  they  fail 
to  accoimt  for  changing  market  prices. 
Thus,  “the  input-output  approach  fails 
to  measvure  the  effects  of  reallocating 
displaced  workers  and  resources  to 
other  parts  of  the  economy.” 
Furthermore,  the  AEG  study  suffers 
firom  the  same  fundamental  problem  as 
the  earlier  Price  Waterhouse  analysis:  It 
assumes  that  all  reduced  industry 
revenues  are  lost  to  the  economy.  This 
methodology  is  simply  inappropriate. 
Finally,  the  AEG  study  is  based  upon 
the  illustrative  cost  estimates  of  the 
Barents  Group.  As  described  in  detail 
above,  these  cost  estimates  are 
imreasonably  high.  Although  some 


“A  Review  of  the  Price  Waterhouse  Economic 
Impact  Report  and  Tobacco  Institute  ^timates  of 
'Economic  Losses  from  Increasing  the  Federal 
Excise  Tax',”  Arthur  Andersen  Economic 
Consulting,  p.  93,  October  6, 1993. 


tobacco  advertising  may  decrease,  a 
significant  portion  will  be  redirected 
towards  the  remaining  permissible 
promotional  activities. 

In  a  second  report,  the  Barents  Group 
presented  the  results  of  using  its  own 
cost  estimates  in  a  general  equilibrium 
model  to  simulate  the  impacts  of  the 
estimated  reductions  in  advertising  and 
promotional  spending  on  revenue  and 
employment  for  56  sectors  of  the  U.S. 
economy.  This  model  predicted  21,000 
to  44,000  U.S.  job  losses,  largely  among 
wholesale  and  retail  businesses,  but  also 
within  advertising,  printing,  apparel 
and  miscellemeous  manufacturing 
industries.  FDA  finds,  however,  that 
this  study  also  is  subject  to  several 
serious  deficiencies.  In  particular,  the 
Barents  Group  relies  on  its  ov\m 
illustrative  cost  estimates  as  model 
inputs.  As  noted  above,  FDA  believes 
these  estimates  are  far  too  high.  Next, 
the  study  focuses  solely  on  those 
industry  sectors  predicted  to  lose  jobs, 
while  ignoring  those  sectors  expected  to 
gain  jobs.  In  fact,  the  study  explicitly 
acknowledges  that  the  underlying 
model  assiunes  that: 

the  aggregate  level  of  employment  is  not 
changed  in  the  long  run  as  a  result  of 
implementing  the  new  regulations.  In  other 
words,  though  particular  jobs  in  particular 
industries  are  expected  to  disappear 
permanently,  the  number  of  man-hours 
worked  per  year  in  the  economy  as  a  whole 
is  assumed  not  to  change  in  the  long  run 
*  *  * 

The  Barents  Group  selectively  shows 
changes  in  revenue  and  employment  for 
the  losers  only. 

Other  analysts  concluded  that  such 
models  should  not  be  used  to  assess 
longer  term  national  economic  impacts, 
because  resources  diverted  firom  one  use 
would  be  reallocated  to  the  production 
of  other  goods  and  services.  As  one 
economist  explained  “[i]f  the  focus  is 
longer  term,  involving  a  period  of,  say, 
more  than  2  years,  then  the  induced 
effect  should  not  be  included  in  the 
measure  because  money  not  spent  in 
one  industry  would  find  another  outlet 
with  equal  (undistinguishable)  induced 
effects.”  3” 

Some  comments  addressed  regional 
issues,  pointing  to  the  importance  of 
tobacco  products  to  the  economies  of 
several  states.  Comments  noted,  for 
example,  that  about  177,000  North 
Caroliniems  were  employed  by  tobacco 
and  that  Price  Waterhouse  estimated 
that  the  economic  activity  of  these 


*^®Gray,  H.  P.,  and  I.  Walter,  "The  Economic 
Contribution  of  the  Tobacco  Indu.^try,”  in  Smoking 
and  Society:  Toward  a  More  Balanced  Assessment, 
edited  by  R.  D.  Tollison,  Lexington  Books,  p.  248, 
1986. 


workers  supported  total  State 
employment  of  260,000.  FDA  is  aware 
that  tobacco  growing  states  will 
experience  some  adverse  economic 
effects.  Nevertheless,  as  discussed 
above,  the  agency  finds  that  the  income 
and  employment  impacts  associated 
with  reduced  tobacco  consumption  will 
be  extremely  gradual.  Moreover, 
reduced  tobacco  consumption  will 
minimally  affect  or  even  boost  the 
economies  of  nontobacco  states.  For 
example,  a  recent  economic  simulation 
of  the  regional  impacts  of  spending  on 
tobacco  products  by  Warner,  et  al., 
foimd  that  after  8  years,  a  2  percent  per 
year  fall  in  tobacco  consumption  (which 
substantially  exceeds  the  FDA  forecast 
for  this  regulation]  would  cause  the  loss 
of  36,600  jobs  for  the  Southeast  Tobacco 
region  of  the  United  States  (0.2  percent 
of  regional  employment);  whereas  the 
nontobacco  regions  of  the  United  States 
would  gain  56,300  jobs.  That  study 
concluded  that  “[t]he  primary  concern 
about  tobacco  should  be  the  enormity  of 
its  toll  on  health  and  not  its  impact  on 
employment.” 

7.  Excise  Tax  Revenues 

The  rule  will  decrease  State  and 
Federal  tobacco  tax  revenues  as  fewer 
youths  will  become  addicted  to  tobacco 
products.  These  excise  tax  losses  will 
increase  as  more  youths  become 
nonsmoking  adults.  According  to  the 
Tobacco  Institute,  State  cigarette  excise 
taxes  totaled  $6.2  billion  for  the  year 
ending  June  30, 1993.  As  State  excise 
taxes  on  other  tobacco  products 
(including  smokeless  tobacco)  are 
reported  at  $226  milUon,  FDA  assumes 
that  the  value  of  all  State  excise  taxes 
affected  by  this  regulation  is  about  $6.4 
billion  annually.  Federal  excise  taxes  on 
cigarettes  totaled  $5.5  billion  for  the 
year  ending  June  30, 1993.  Federal 
excise  taxes  on  smokeless  tobacco  are 
expected  to  be  about  $27  million, 
according  to  the  Smokeless  Tobacco 
Coimcil.  As  described  above,  FDA 
estimates  that  compUance  will  reduce 
tobacco  product  sales  by  a  gradually 
increasing  rate  over  time;  tobacco  s^es 
will  fall  by  0.5  percent  in  the  1st  year, 
1.9  percent  in  the  5th  year,  and  3.7 
percent  in  the  10th  year.  Thus,  the  rule 
will  decrease  State  excise  taxes  on 
affected  tobacco  products  by  from  $30 
million  in  the  1st  year  to  $231  million 
in  the  10th  year  and  Federal  tobacco 


Warner,  K.  E.,  G.  A.  Fulton.  P.  Nicolas,  and  D. 
R.  Grimes,  "Employment  Implications  of  Declining 
Tobacco  Product  Sales  for  the  Regional  Economies 
of  the  United  States,”  JAMA,  April  24, 1996. 

”’®The  Tobacco  Institute,  “The  Tax  Burden  on 
Tobacco,”  vol.  28,  p.  4, 1993. 
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taxes  by  from  $25  million  in  the  1st  year 
to  $196  million  in  the  10th  year. 

Since  tobacco  taxes  represented  less 
than  1  percent  of  total  revenues  on  both 
the  State  and  Federal  level  in  1992, 3^® 
even  the  estimated  tenth  year  impact 
measures  only  0.03  percent  of  all  State 
ta<  revenues  and  less  than  0.02  percent 
of  all  Federal  revenues.  Nonetheless,  if 
necessary,  governments  could  raise 
tobacco  pr^uct  excise  rates  to  offset 
these  revenue  losses.  A  full  evaluation 
of  the  fiscal  consequences,  however, 
would  involve  a  variety  of  public  health 
ramifications.  For  example.  State 
Medicaid  programs  will  benefit  firom 
reduced  tobacco-related  medical  care 
expenditures,  but  will  need  to  finance 
additional  nursing  home  expenditures 
associated  with  increased  life 
expectancy. 

F.  Small  Business  Impacts 

The  Regulatory  Flexibility  Act 
requires  agencies  to  prepare  a  final 
regulatory  flexibility  an^ysis  if  a  rule 
will  have  a  significant  economic  impact 
on  a  substantial  number  of  small 
entities.  Analyses  in  this  section,  as  well 
as  in  other  sections  of  this  preamble, 
constitute  the  agency’s  compliance  with 
this  requirement.  According  to  the 
Regiilatory  Flexibility  Act,  die  final 
regiilatory  flexibility  analysis  must 
contain  “a  succinct  statement  of  the 
need  for,  and  objectives  of,  the  rule.” 
Section  XV.B.  of  this  document  explains 
that  the  need  for  action  stems  from  the 
enormous  toll  on  the  public  health  that 
is  direcdy  attributable  to  the 
consumption  of  tobacco  by  children  and 
adolescents  imder  the  age  of  18.  As 
destaibed,  the  primary  objective  of  the 
regulation  is  to  achieve  the  “Healthy 
People  2000”  goal  of  reducing  by  one- 
half  the  number  of  yoimgsters  who  use 
tobacco. 

The  final  regulatory  flexibility 
analysis  must  also  provide  “a  summary 
of  the  significant  issues  raised  by  the 
public  comments  in  response  to  the 
initial  regulatory  flexibility  analysis,  a 


*^U.S.  Depertment  of  Commerce,  Statistical 
Abstract  of  the  United  States  1994, 114th  edition, 
No.  464.  p.  298, 1994. 

Specie!  Census  Tabulation  propared  by  U.S. 
Bureau  of  Censtu  for  U.S.  Small  Business 
Administration,  Table  3 — ^United  States  p.  68. 

^^U.S.  Small  Business  Administration,  “Table  of 
Size  Standards,”  March  1. 1996. 


summary  of  the  assessment  of  the 
agency  of  such  issues,  £md  a  statement 
of  any  changes  made  in  the  proposed 
rule  as  a  result  of  such  comments.”  The 
analyses  presented  previously  in  this 
section  addressed  the  first  two  of  these 
elements. 

With  respect  to  the  changes  made  in 
the  proposed  rule  as  a  result  of  public 
comments,  the  agency  has  reconsidered 
several  of  its  earlier  decisions,  at  least 
partly  due  to  their  projected  effect  on 
small  businesses.  The  preamble  above 
describes  these  changes  and  presents 
the  agency’s  rationale  for  each 
modification.  For  example,  the 
proposed  regulation  banned  all  vending 
machine  sales  of  tobacco  products.  In 
response  to  public  comment,  the  final 
regulation  exempts  bom  the  ban  those 
vending  machines  in  “adult  only” 
locations.  FDA  does  not  know  how 
many  small  businesses  will  be  able  to 
take  advantage  of  this  exemption,  but  it 
will  maintain  at  least  one  line  of  sales 
for  small  vending  machine  operators 
without  jeopardizing  the  protection  of 
yovmg  people. 

In  addition,  the  proposed  regiilation 
prohibited  direct  mail-order  sales  of 
tobacco  products.  The  public  comments, 
however,  indicated  that  many  adults, 
especially  those  who  are  elderly  or  who 
have  limited  mobility,  would  be 
substantially  inconvenienced  and 
several  small  businesses  would  be 
adversely  affected  by  this  ban.  Even 
more  importantly,  studies  suggest  that 
teenagers  purchase  cigarettes  from 
vending  machines  or  retail  merchants 
rather  than  firom  nonretail  channels. 

FDA  took  these  considerations  into 
account  and  the  final  regulation  does 
not  prohibit  mail-order  sales  of 
cigarettes. 

I'be  final  regulatory  flexibility 
analysis  must  also  include  “a 
description  of  and  an  estimate  of  the 
number  of  small  enti  ties  to  which  the 
rule  will  apply  or  an  explanation  of  why 
no  such  estimate  is  available.”  U.S. 
Census  data  for  1993  indicate  that  most 


cigarette  manufecturers  are  large 
businesses,  with  only  4  employing 
fewer  than  500  employees.  3^^  The  small 
business  size  standard  established  by 
the  U.S.  Small  Business  Administration 
(SB A)  for  this  industry  is  1,000 
employees.  3^®  The  F^eral  Trade 
Commission  (FTC)  provided  a  list  of  52 
cigarette  importers  and  small  cigarette 
manufacturers  filing  plans  with  that 
agency,  but  could  not  distinguish 
manufacturers  from  importers.  3^9  The 
1993  Census  data  show  that  14  of  the  20 
firms  manufacturing  chewing  and 
smoking  tobacco  employ  fewer  than  500 
employees,  the  SBA  size  standard  for 
this  sector.  38°  Also,  most  of  the  nation’s 
124,000  tobacco  farms  are  small;  almost 
99  percent  of  the  farms  growing  tobacco 
in  1992  had  total  farm  sales  imder  the 
SBA  small  bu  siness  size  standard  of 
$500,000,  and  almost  91  percent  had 
total  farm  sales  under  $50,000. 38i 
Further,  1993  Census  data  show  that 
1,332  of  1,365  tobacco  wholesale  trade 
firms  (98  percent)  employ  fewer  than 
the  100-employee  threshold  that 
constitutes  a  small  business  according 
to  the  SBA.  3»2  As  noted  above,  the 
effect  of  the  regulation  on  tobacco 
manufacturing,  growing,  and  wholesale 
trade  operations  will  be  very  gradual, 
taking  over  10  years  to  reach  a  4  percent 
reduction. 

The  regulation  will  affect  numerous 
retail  establishments,  including  food 
stores,  small  general  merchandise 
stores,  small  tobacco  stores  and  small 
gasoline  stations.  Table  15  displays  the 
relative  share  of  the  tobacco  market  for 
the  major  types  of  tobacco-dispensing 
outlets  with  payroll  in  1992.  As  shown, 
food  stores  and  service  stations  received 
about  75  percent  of  all  tobacco  sales 
revenue  and  tobacco  products 
comprised  5  to  7  percent  of  the  total 
sales  of  many  of  these  establishments. 
Table  16  indicates  that  the  great 
majority  of  all  retail  outlets  in  these 
sectors  are  small  businesses. 


37a  Federal  Trade  Commission,  “Cigarette  3S2  Special  Census  Tabulation  prepared  by  U.  S. 

Importers  and  Small  Manufacturers  Plans  Filed,  Bureau  of  Census  for  U.S.  Small  Business 
May  26, 1993-October  14, 1994.  ’  Administration,  Table  3 — United  States. 

3*0  Special  Census  Tabulation  prepared  by  U.S. 

Bureau  of  Census  for  U.S.  Small  Business 
Administration,  Table  3 — ^United  States  p.  89. 

3*3 1992  Census  of  Agriculture,  U.S.,  vol.  1, 
excerpts  from  pp.  109-110, 126-126. 
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(Establishments  with  Payroll  Only) 
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To  illustrate  the  effects  of  this 
proposal  on  a  typical  small  retail  store, 
FDA  separately  utilized  Census  data  to 
estimate  that  the  average-sized 
convenience  store  sells  177  packages  of 
tobacco  products  daily,  of  which  about 
25  might  be  pimdiased  by  young  adults 
aged  18  to  26.  Based  on  the  cost 
assumptions  described  previously,  the 
outlet’s  first  year  costs  would  total  about 
$400,  with  the  largest  single  cost,  $199, 
the  labor  cost  for  decking 
identification.  For  those  stores  that 
already  verify  the  age  of  yoimg 
customers  of  tobacco  products,  the 
additional  costs  fall  to  $137. 

This  estimate  does  not  account  for  the 
possible  reduction  in  promotional 
allowances,  as  FDA  believes  that 
competitive  pressures  will  continue  to 
lead  manufacturers  to  rely  on  . 
promotional  allowances  to  compete  for 
the  best  shelf  space  available  for  their 
products.  Because  FDA  rejected  the  idea 
of  prohibiting  any  visible  display  of 
tobacco  products,  retailers  can  retain 
slotting  fees  by  choosing  to  display 
tobacco  products  either  behind  counters 
or  in  transparent  locked  display  cases. 
Nevertheless,  some  small 
establishments  might  experience 
reduced  promotional  payments 
following  a  ban  on  self-service 
marketing. 

Census  data  for  1992  indicate  that 
almost  4,000  of  4,80C  merchandising 
machine  operator  businesses  (83 
percent)  reported  annual  receipts  below 
the  SBA  size  standard  of  $5  million. 
One  trade  association  noted  that  almost 
three  quarters  of  all  vending  machine 
operators  had  annual  sales  of  less  than 
$1  million.  3«5  As  explained  earlier, 
prohibiting  all  cigarette  vending 
machines  would  initially  reduce  the 
revenues  of  vending  machine  operators 
by  an  average  of  2.8  percent.  Because 
only  about  one-half  of  the 
merchandising  machine  establishments 


3B3  Based  on  data  form  the  1994  SGR,  p.  85,  and 
the  “Tobacco  Situation  and  Outlook  Report”  April, 
1995,  p.  4,  FDA  estimates  that  smokers  aged  18  to 
26  account  for  about  10  percent  of  all  cigarettes 
smoked.  Alternatively,  data  from  the  Statistical 
Abstract,  tables  16  and  218,  show  that  smokers  aged 
18  to  26  comprise  18  percent  of  all  smokers.  FDA  ' 
used  the  midpoint  of  the  10  to  18  percent  range  to 
avoid  underestimating  the  cost  to  small  retailers.  In 
addition,  data  from  the  1996  Census  of  Retail  Trade, 
Subject  Series-Merchandise  Line  Sales,  pp.  3-9  on 
the  number  of  convenience  stores  with  payroll  and 
their  total  tobacco  sales,  and  the  average  price  pter 
pwck,  were  used  to  estimate  the  average  number  of 
packs  sold  daily  at  convenience  stores  to  smokers 
aged  18  to  26. 

3S4  1992  Census  of  Retail  Trade,  “Establishment 
and  Firm  Size,”  Table  4  p.  1-99. 

38s“i993:  Industry  Posts  Best  Growth  in  Four 
Years,”  Automatic  Merchandiser,  p.  A2,  August 
1994. 


sell  cigarettes,  some  businesses 
specializing  in  cigarette  sales  would 
experience  greater  revenue  declines; 
although  this  effect  will  be  moderated  to 
the  extent  that  cigarette  vending 
machines  are  placed  in  areas  restricted 
to  adults,  which  would  not  be 
prohibited  by  the  final  rule. 

The  rule  would  also  affect  the 
distribution  of  specialty  items  showing 
a  tobacco  product  logo  or  name. 

Industry  comments  do  not  provide 
precise  data  on  the  size  distribution  of 
these  firms,  but  as  noted  above,  the 
Specialty  Advertising  Association 
International  indicates  that  80  percent 
of  the  manufacturers  and  95  percent  of 
the  distributors  in  this  industry  have 
aimual  sales  below  $2  million.  While 
the  marketplace  in  which  these  firms 
traditionally  compete  demands  a  quick 
response  to  shifting  consiuner  trends, 
this  rule  would  have  at  least  short-term 
impact  on  some  small  firms. 

roA  has  received  no  data  that  would 
allow  it  to  estimate  the  number  of  small 
firms  that  are  currently  involved  with 
some  aspect  of  tobacco  advertising  or 
the  fraction  of  these  firms  that  will  be 
affected.  In  1992,  861  of  904  year-round 
outdoor  advertising  firms  (95  percent) 
reported  sales  revenues  of  less  than  the 
SBA  size  standard  of  $5  million.  ^  The 
impact  of  this  rule,  however,  is  difficult 
to  assess  without  knowing  how  the 
tobacco  industry  will  alter  its 
advertising  strategies.  Indeed,  one  of  the 
largest  outdoor  advertising  firms 
recently  decided  to  reject  all  tobacco 
business,  potentially  increasing  sales  to 
the  smaller  firms, 

The  regulation  restricts  tobacco 
advertising  to  ‘'text  only”  in  magazines 
with  youth  readership  above  the 
regulatory  threshold.  Of  the  identified 
101  magazines  with  tobacco  ads  in 
1994,  79  were  published  by  large  firms 
(over  500  employees).  Less  than  3 
percent  of  the  total  revenue  of  the 
remaining  22  publications  (which 
include,  Inc.,  Rolling  Stone  and 
Penthouse)  was  derived  from  tobacco 
ads.  It  is  likely,  moreover,  that  many 
of  these  magazines  could  avoid  the  “text 
only”  restriction  for  tobacco  advertising 
by  demonstrating  a  low  youth 
readership. 

The  regulation  will  also  affect  a 
substantial  number  of  small  race  tracks. 


**■  1992  Census  of  Service  Industries,  pp.  1-145 
and  1-195. 

3«7  Collins,  G.,  “Major  Advertising  Company  to 
Bar  Billboard  Ads  for  Tobacco,”  New  York  Times, 
A15,  May  3. 1996. 

388  jgge  Directory  ofCorpomte  Affiliations  U.S. 
Private  Companies,  New  Providence,  NJ;  Reed 
Elsevier,  Inc.;  “Comi>any  Profiles”  database. 
Information  Access  Co.,  Foster  City,  CA. 


although  FDA  does  not  know  how  many 
small  tracks  currently  receive  significant 
revenues  from  tobacco  sponsors.  As 
discussed  previously,  some  small 
operations  will  likely  lose  promotional 
revenues  from  tobacco  compftnies,  but 
the  sport  is  growing  rapidly  and  other 
product  manufacturers  should  make  up 
a  substantial  part  of  the  shortfall. 

The  final  regulatory  flexibility 
analysis  must  include  “a  description  of 
the  projected  reporting,  recordkeeping 
and  other  compliance  requirements  of 
the  rule,  induing  an  estimate  of  the 
classes  of  small  entities  which  will  be 
subject  to  the  requirement  and  the  type 
of  professional  skills  necessary  for 
preparation  of  the  report  or  record.”  A 
full  description  of  the  requirements  and 
classes  of  affected  small  entities  has 
been  provided  earlier  in  this  section  and 
a  quantitative  review  of  the  paperwork 
burdens  imposed  by  the  rule  is  provided 
in  section  XVI.  of  this  document.  No 
special  professional  skills  will  be 
required  to  prepare  the  reports  or 
records  required  by  the  relation. 

The  final  regulatory  flexibility 
analysis  must  also  include  “a 
description  of  the  steps  the  agency  has 
taken  to  minimize  the  significant 
economic  impact  on  smdl  entities 
consistent  with  the  stated  objectives  of 
applicable  statutes,  including  a 
statement  of  the  factual,  policy,  and 
legal  reasons  for  selecting  the  alternative 
adopted  in  the  final  rule  and  why  each 
one  of  the  other  significant  alternatives 
to  the  rule  considered  by  the  agency 
which  affect  the  impact  on  small 
entities  was  rejected.” 

The  earlier  sections  of  this  document 
provide  a  full  explanation  of  the 
agency’s  basis  for  selecting  each 
provision  of  the  final  rule.  In  each 
instance,  FDA  evaluated  the 
implications  of  each  reasonable 
regulatory  alternative  and  selected  only 
those  requirements  that  were  absolutely 
necessary  to  satisfy  the  agency’s 
statutory  goals.  As  described,  FDA 
found  that  its  objectives  for  reducing  the 
use  of  tobacco  by  young  people  could 
not  be  achieved  with  a  parti^  or  one¬ 
dimensional  approach,  but  required  a 
comprehensive  set  of  regulatory 
restrictions.  Thus,  the  final  set  of 
selected  provisions  reflect  a  careful 
examination  of  the  relevant  facts 
presented  to  the  rulemaking  record,  the 
agency’s  objective  of  curtailing  the  use 
of  tobacco  by  youngsters  without 
creating  unnecessary  economic  burdens, 
and  a  full  assessment  of  the  agency’s 
legal  authorities.  Because  the  rejected 
alternatives  would  either  provide  less 
protection  of  public  health,  or  achieve 
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only  minimal  improvements  at 
imwairanted  cost,  the  agency  found  that 
the  approach  selected  for  the  fin€d  rule 
best  fit  its  statutory  mandate. 

As  noted,  earlier  sections  of  the 
preamble  fully  describe  the  agency’s 
rationale  for  selecting  each  provision  of 
the  final  rule  and  for  rejecting  each 
alternative  approach.  Although  many 
alternatives  were  considered,  specific 
exemptions  based  solely  on  business 
size  were  not  adopted,  because  FDA 
beheves  that  children  would  too 
fiequently  exploit  such  opportunities. 
Unlike  certain  other  regulations  where 
restrictions  on  large  firms  alone  might 
be  acceptable,  tobacco  products  are 
purchased  easily  fix>m  small,  as  well  as 
large  firms.  An  exemption  for  small 
retailers,  for  instance,  would  shift 
underage  sales  to  those  locations, 
lessening  or  eliminating  the  benefits  of 
the  remaining  access  restrictions.  The 
following  discussion  sununarizes  the 
agency’s  consideration  of  several  other 
regulatory  alternatives. 

G.  Other  Alternatives 

One  regulatory  alternative  would  have 
banned  all  tobacco  advertising;  or 
alternatively,  all  tobacco  advertising  in 
selected  m^a,  such  as  all  written 
publications,  or  all  outdoor  billboards. 
FDA  rejected  this  approach  in  order  to 
focus  on  those  media  and  aspects  of 
advertising  that  children  are  routinely 
exposed  to  and  that  have  the  greatest 
efiect  on  youngsters.  For  example,  the 
final  rule  permits  black  and  wUte  “text 
only”  tobacco  advertising  in  all  written 
publications  and  color  and  imagery  in 
magazines  with  fewer  them  2  million 
youthful  readers  if  youth  cohstitute  less 
than  15  percent  of  the  publication’s 
readership.  Billboards  are  permitted  to 
show  bla^  and  white  “text  only”  ads  if 
located  at  least  1,000  feet  finm  schools 
or  public  playgroimds.  Thus,  the  rule 
leaves  the  informational  aspects  of 
advertising  largely  untouched. 

Another  suggested  alternative  was  to 
combat  underage  tobacco  use  by  relying 
on  either  volimtary  compliance  or  on 
better  enforcement  of  laws  prohibiting 
sales  to  minors.  As  discussed  earlier  in 
this  document,  the  tobacco  industry’s 
voluntary  advertising  code  has  failed  to 
stop  illegal  sales  to  imderage  buyers. 
FDA  agrees  that  these  approaches  can  be 
partially  effective,  but  ^ds  that  they 
inadequately  counter  the  appeal  of 
tobacco  products  for  young  people  that 
is  created  by  advertising  and 
promotions.  'Thus,  the  agency  concludes 
that  there  is  no  less  burdensome 
alternative  for  achieving  its  goals  that 


would  exclude  appropriately  tailored 
restrictions  on  tobacco  advertising. 

One  alternative  considered  by  the 
agency  was  a  far  more  prescriptive 
monitoring  requirement  for  tobacco 
manufactiuers.  Under  this  rule,  each 
manufacturer  of  tobacco  products  would 
have  been  required  to  adopt  a  system  for 
monitoring  the  sales  and  distributions  of 
retail  establishments.  These  monitoring 
systems  were  to:  (1)  Include  signed 
written  agreements  with  each  retailer, 

(2)  contain  adequate  organizational 
structure  and  personnel  to  monitor  the 
labeling,  advertising,  and  sale  of  tobacco 
products  at  each  retail  distribution 
point,  and  (3)  establish,  implement,  and 
maintain  procedures  for  receiving  and 
investigating  reports  regarding  any 
improper  labeling,  advertising,  or 
distribution.  The  additional  costs  for 
this  monitoring  were  estimated  at  about 
$85  million  per  year.  FDA  reje^ed  this 
alternative,  because  it  decided  that  the 
industry  might  employ  its  resources 
more  efficiently  if  permitted  to  choose 
among  alternative  compliance  modes. 

Another  suggested  alternative  would  . 
have  required  package  inserts 
containing  educational  information  in 
cigarette  and  smokeless  tobacco.  FDA 
had  incomplete  data  to  estimate  the 
additional  cost  of  this  requirement,  but 
based  on  comments  submitted  by 
industry  in  response  to  a  Canadian 
propos^,  tentatively  projected  one-time 
costs  of  about  $490  million  and  annual 
operating  costs  of  about  $54  million. 

'liiis  alternative  was  not  selected 
because  the  agency  was  not  certain  that 
the  benefits  of  this  provision  would 
justify  the  compliance  costs. 

FDA  also  considered  setting  the 
permissible  age  for  purchase  at  19  rather 
than  18,  because  many  18-year-old 
adolescents  are  still  in  high  school  and 
can  easily  purchase  tobacco  products  for 
younger  classmates.  This  alternative 
would  have  added  costs  of  about  $34 
million  annually,  mostly  due  to  lost 
producer  profits.  The  final  regulation 
restricts  access  to  regulated  tobacco 
products  for  persons  imder  the  age  of 
18,  because  most  adult  smokers  have 
already  become  smokers  by  the  age  of 
18,  and  because  that  age  limit  is  already 
consistent  with  most  State  and  local 
laws. 

H.  Unfunded  Mandates  Reform  Act  of 
1995 

On  the  basis  of  the  preceding 
discussion,  under  the  Unfunded 
Mandates  Act,  FDA  concludes  that  the 
substantial  benefits  of  this  regulation 
will  greatly  exceed  the  compliance  costs 
that  it  imposes  on  the  U.S.  economy.  In 


addition,  the  agency  has  considered 
other  alternatives  as  discussed  in 
section  XV.G.  of  this  dociunent  and 
determined  that  the  current  rule  is  the 
least  burdensome  and  the  most  cost 
effective  alternative  that  would  meet  the 
objectives  of  this  rule. 

XVI.  Paperwo^  Reduction  Act  of  1995 

The  1995  proposed  rule  would  have 
collected  information  from 
manufactmrers,  distributors,  and 
retailers  of  cigarettes  and  smokeless 
tobacco.  Proposed  §  897.24  would  have 
required  such  persons  to  use  established 
names  for  cigarettes  and  smokeless 
tobacco.  Proposed  §  897.29  would  have 
required  manufactiurers  to  establish  and 
maintain  educational  programs. 
Proposed  §  897.32  would  have  required 
manufacturers,  distributors,  and 
retailers  to  observe  certain  format  and 
content  requirements  for  labeling  and 
advertising.  Proposed  §  897.40  would 
have  reqtiired  manufacturers  to  submit 
labels,  labeling,  and  advertising  to  FDA. 

The  preamble  to  the  1995  proposed 
rule,  in  discussing  the  Paperwork 
Reduction  Act,  also  invited  comments 
on  four  questions:  (1)  The  necessity  and 
utility  of  the  proposed  information 
collection  for  the  proper  performance  of 
the  agency’s  functions;  (2)  the  accmacy 
of  the  estimated  burden;  (3)  ways  to 
enhance  the  quality,  utility,  and  clarity 
of  the  information  to  be  collected;  and 
(4)  the  use  of  automated  collection 
techniques  or  other  forms  of  information 
technology  to  minimize  the  information 
collection  burden  (60  FR  41314  at 
41356). 

A.  Comments  on  the  Paperwork 
Reduction  Act  Statement 

A  small  number  of  comments, 
primarily  from  a  trade  association 
representing  cigarette  maniifacturers 
and  from  distributors,  addressed  FDA’s 
Paperwork  Reduction  Act  statement.  In 
general,  these  comments  asserted  that 
FDA’s  figures  were  incorrect  or  that  the 
rule  would  duplicate  existing  reporting 
requirements.  Few  comments  provided 
any  figiuos  or  evidence  to  justify  using 
different  estimates. 

(1)  One  comment,  submitted  by  a 
trade  association  representing  major 
cigarette  manufactiurers,' said  FDA’s 
Paperwork  Reduction  Act  statement 
imderestimated  the  paperwork  burden 
due  to  the  exclusion  of  burden  on 
retailers.  The  comment  asserted  that 
FDA  did  not  explain  how  it  calculated 
the  number  of  respondents  and  burden 
hours  for  these  sections  and  that  the 
absence  of  an  explanation  made  it 
difficult  to  assess  the  agency’s  estimate. 
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The  comment  explained  that  the 
agency’s  Paperwork  Reduction  Act 
estimate  said  there  would  be  200,000 
respondents  for  proposed  §  897.40,  but 
that  the  agency’s  analysis  of  impacts 
estimated  that  700,000  retail  stores  sell 
tobacco  products.  The  comment  also 
asserted  that  the  average  burden  per 
response,  imder  proposed  §§  897.32  and 
897.40,  should  be  1  hour  instead  of  20 
minutes.  'Thus,  the  comment  concluded 
that  if  all  700,000  outlets  spend  only  60 
minutes  annually  to  comply  with  all 
recordkeeping  reqviirements,  at  a  cost  of 
$10  per  hour,  retailers,  alone,  would 
spend  700,000  hoiirs  and  $7  million  to 
comply  with  the  recordkeeping 
requirements  in  §§  897.32  and  897.40. 

'The  agency  believes  that  the  comment 
misinteqirets  the  figures  in  the 
proposed  rule’s  Paperwork  Reduction 
Act  statement.  To  begin  with,  the 
comment  mistakenly  equates  the 
Paperwork  Reduction  Act  statement’s 
referencze  to  "annual  number  of 
responses’’  with  the  annual  numbers  of 
people  or  firms  that  might  be  affected. 
The  annual  niimber  of  responses  simply 
refers  to  the  annual  number  of  things, 
whether  those  things  are  pieces  of 
labeling,  labels,  advertisements,  or  other 
items,  that  the  agency  might  receive 
imder  that  particular  regulatory 
requirement.  So,  for  example,  if  the 
agency  expected  to  receive  only  500 
labels,  the  “annual  niunber  of 
responses’’  would  be  500,  regardless  of 
whether  the  number  of  firms  who  might 
be  affected  by  the  rule  was  greater  or 
less  than  500. 

Fooising  on  §§  897.32  and  897.40  (the 
provisions  cited  by  the  comment), 
proposed  §  897.32  would  have 
established  specific  format  and  content 
requirements  tor  labeling  and 
advertising.  For  example,  proposed 
§  897.32(a)  would  have  required 
labeling  and  advertising  to  use  only 
black  text  on  a  white  background;  the 
only  exception  would  be  advertising 
appearing  in  "adult"  periodicals. 
Proposed  §  897.32(b)  would  have 
required  advertising  to  carry  the 
product’s  established  neune  and  a 
statement  of  intended  use,  and  specified 
those  names  and  the  statement  of 
intended  use.  Proposed  §  897.32(c) 
would  have  required  advertising  to 
carry  a  specific  brief  statement.  The 
agency  believed  that  these  proposed 
requirements  and  specific  statements 
were  so  precise  that  manufactiuers, 
distributors,  or  retailers  could  determine 
their  regulatory  obligations  quickly.  For 
example,  it  should  be  quite  simple  to 
determine  whether  an  advertisement 
uses  black  text  on  a  white  background. 


Proposed  §  897.40(a)  would  have 
required  manufacturers  to  provide 
copies  of  labels,  labeling,  and  a 
representative  sampling  of  advertising 
to  FDA.  This,  too,  would  not  appear  to 
be  an  extremely  time-consuming  task, 
particularly  when  the  rule  permits 
manufacturers  to  provide  a 
representative  sampling  of  advertising. 

To  estimate  the  time  required  to 
comply  with  proposed  §§  897.32  and 
897.40,  the  agency  tried  to  examine 
other  leirge-scale  labeling  and  reporting 
programs.  FDA  found  that  one  Federal 
department  conducts  a  large-scale 
labeling  program  that  receives 
approximately  200,000  labels  annually 
emd  that  each  label  requires  a  maximum 
,  of  20  minutes  to  review.  Consequently, 
the  1995  proposed  rule  adopted  the 
200,000  figure  as  the  estimated  number 
of  responses.  In  the  absence  of  better 
data,  the  proposed  rule  assigned  the 
maximum  review  time  (20  minutes)  to 
its  estimates  for  average  burden  per 
response. 

IDA,  however,  has  revised  the 
200,000  figure  and  now  estimates  that 
approximately  25,000  pieces  of  labeling 
or  advertising  will  be  affected  by 
§  897.32.  (The  agency  has  deleted 
§  897.40  from  the  rule  in  favor  of  other, 
preexisting  regulations.)  As  described  in 
greater  detail  elsewhere  in  this 
document,  the  agency  derived  these 
figures  by  using  advertising 
expenditures  by  the  cigarette  and 
smokeless  tobacco  industries  and  by  the 
pharmaceutical  industry,  applying  the 
ratio  of  such  expenditures  against  the 
25,000  pieces  of  advertising  that  the 
agency  receives  frnm  the 
pharmaceutical  industry,  and  projecting 
that  printed  advertisements  may 
increase  due  to  the  rule’s  effect  on 
promotional  activities.  Consequently, 
FDA  now  estimates  that  25,000  pieces  of 
labeling  and  advertising  will  be  affected. 

Thus,  the  agency  does  not  agree  that 
the  estimated  number  of  responses 
should  be  700,000  or  more  l^ause  the 
response  rate  is  not  determined  by  the 
number  of  retailers.  However,  because 
the  comment  estimated  that  firms  would 
require  1  hour  to  comply,  the  agency 
will  use  the  1  hom  figure  and  has 
adjusted  its  paperwork  estimates 
accordingly. 

(2)  'The  same  comment  also  asserted 
that  FDA’s  recordkeeping  estimate  was 
incorrect  for  manufacturers.  The 
comment  stated  that  FDA  did  not 
explain  how  it  calculated  the  burden 
hour  response  for  manufacturers  under 
proposed  §  897.40  and  asserted  that 
manufacturers  would  need  40  hours  to 
document  compliance  with  the 


educational  program  requirements  in 
proposed  §  897.29  alone.  The  comment 
estimated  that  the  recordkeeping  costs 
for  the  manufacturers’  educational 
programs  would  be  $25  per  hour,  for  a 
totd  cost  between  $55  and  57  million 
aimually.  The  comment  explained  that 
the  costs  may  be  even  higher  because 
highly  skilled  persons  would  be  needed 
to  comply  with  the  rule. 

The  comment  misinterprets  the 
agency’s  Paperwork  Reduction  Act 
burden  estimate.  For  §  897.29,  FDA 
estimated  that  1,000  hours  would  be 
needed  to  comply  with  the  educational 
program  requirements;  this  estimate 
included  all  functions  related  to  the 
development  of  an  educational  program, 
including  recordkeeping.  Section 
897.40(b),  would  have  required 
manufacturers,  distributors,  and 
retailers  to  make  records  (including 
records  on  a  manufacturer’s  educational 
program  efforts)  available  to  FDA  on 
inspection.  Because  the  estimate  for 
proposed  §  897.29  included  time  spent 
on  recordkeeping  associated  with  ^e 
educational  program,  the  agency’s 
estimates  for  proposed  §  897.40  properly 
excluded  time  spent  on  maintaining 
educational  program  records. 

Otherwise,  this  time  would  have  been 
coimted  twice.  In  any  event,  the 
comment  is  moot  berause  FDA  has 
deleted  §  897.29  and  §  897.40  from  the 
final  rule. 

(3)  FDA  received  several  comments 
from  distributors,  claiming  that  the  1995 
proposed  rule  would  result  in 
substantial  paperwork  and  provide 
duplicative  information.  The  comments 
stated  that  the  device  listing  provisions 
of  part  807  require  each  medical  device 
wholesaler  to  prepare  and  file  reports  of 
all  regulated  products.  If  each  brand  and 
package  style  of  cigarettes  and 
smokeless  tobacco  are  considered  a 
separate  device,  this  would 
substantially  increase  paperwork  and 
duplicative  reporting. 

■fhe  comment  correctly  notes  that  ptut 
807,  as  currently  written,  requires 
distributors  to  register  and  list  devices 
(21  CFR  807.20).  However,  FDA  has 
amended  part  807  to  exempt 
distributors  of  cigarettes  and  smokeless 
tobacco.  Thus,  distributors  do  not  have 
to  comply  with  part  807,  nor  do  they 
have  to  comply  with  §  897.40  because 
FDA  has  deleted  §  897.40  from  the  final 
rule. 

(4)  Several  comments,  primarily  from 
small  businesses  and  convenience 
stores,  said  that  the  1995  proposed  rule 
would  have  no  impact  and  that  adding 
paperwork  would  not  curb  imderage 
smoking. 
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The  agency  disagrees  with  the 
comments.  The  final  rule  restricts  yoimg 
people’s  access  to  cigarettes  and 
smokeless  tobacco  and  reduces  their 
appeal  to  yovmg  people.  FDA  believes 
that  the  final  rule,  in  conjunction  with 
State  and  local  government  efforts,  will 
prevent  large  numbers  of  yoimg  people 
fiom  using  or  experimenting  with  these 
products.  Yet,  insofar  as  any 
information  collection  burden  is 
concerned,  FDA  points  out  that  the 
rule’s  paperwork  requirements  are  a 
function  of  the  act  and  are  being 
imposed  to  further  the  purposes  of  the 
act  and  of  this  final  rule,  not  in  any 
attempt  to  curb  underage  smoking  by 
simply  adding  paperwork  for 
paperwork’s  sake. 

(5)  One  comment  said  that  FDA  could 
reduce  the  information  collection 
burden  in  proposed  §  897.29  (the 
educational  program)  by  requiring 
manufacturers  to  contribute  to  an 
educational  fund  that  an  independent 
agency,  such  as  FDA,  CDC,  or  NIH, 
could  use.  The  comment  said  that  this 
would  create  a  positive  incentive  for 
companies  to  change  their  marketing 
practices  and  would  reduce  the  need  for 
extensive  recordkeeping  and  regulatory 
oversight  of  manufacturers. 

The  agency  has  deleted  the 
educational  program  provision  from  the 
final  rule.  Consequently,  the 
information  collection  burden 
associated  with  proposed  §  897.29  no 
longer  exists. 

(6)  In  response  to  comments,  FDA  has 
amended  the  final  rule  to  include  a 
medical  device  reporting  requirement 
for  manufacturers  and  distributors  at 


§§  803.19  and  804.25.  For 
manufacturers,  these  reports  are  limited 
to  adverse  events  (resulting  from 
product  contamination,  a  ^ange  in 
ingredient  or  in  any  manufacturing 
process,  or  serious  adverse  events  that 
are  not  well-known  or  well-documented 
by  the  scientific  community.  For 
distributors,  these  reports  are  limited  to 
adverse  events  related  to  contamination. 
FDA  estimates  that  it  will  receive  50 
reports  and  each  report  will  require  8 
hours  to  prepare.  The  agency  has 
amended  the  information  collection 
burden  to  reflect  these  changes  to  the 
rule. 

(7)  FDA  has  also  revised  the 
information  collection  figures  for 

§  897.24  which  requires  an  established 
name  on  labels.  The  revision  changes 
the  number  of  respondents  from  1,000 
to  2,000  to  reflect  the  agency’s  position 
that  there  are  1,000  varieties  of 
cigarettes  and  smokeless  tobacco 
products  and  that  each  variety  has  2 
labels,  thus  resulting  in  2,000  affected 
labels. 

(8)  FDA  has  also  revised  the 
information  collection  figures  for 
§  897.32  to  accoimt  for  the  survey 
evidence  that  is  needed  to  establish  that 
a  magazine,  newspaper,  or  other 
peric^ical  is  an  “adult”  publication  that 
is  exempt  from  the  requirement  of  black 
text  on  a  white  background.  The  agency 
estimates  that  such  surveys  will  result 
in  a  capital  cost  of  $2  million,  with 
annual  costs  of  $1  million.  FDA 
estimates  that  31  recordkeepers  would 
be  affected  at  a  total  burden  hour  figure 
of  100,000  hours. 


B.  Information  Collection  Provisions  in 
the  Final  Rule 

This  final  rule  contains  information 
collection  provisions  that  are  subject  to 
review  by  the  Office  of  Management  and 
Budget  (OMB)  under  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3501- 
3520).  The  title,  description,  and 
respondent  description  of  the 
information  collection  requirements  are 
shown  below  with  the  estimate  of  the 
annual  reporting  and  recordkeeping 
burden.  Included  in  the  estimate  is  the 
time  for  reviewing  instructions, 
searching  existing  data  sources, 
gathering  and  maintaining  the  data 
needed,  and  completing  and  reviewing 
the  collection  of  information. 

Title:  Regulations  Restricting  the  Sale 
and  Distribution  of  Cigarettes  and 
Smokeless  Tobacco  Products  to  Protect 
Children  and  Adolescents. 

Description:  The  final  rule  requires 
the  collection  of  information  regarding 
cigarettes  and  smokeless  tobacco.  The 
final  rule  requires  manufacturers, 
importers,  and  distributors  to  report 
certain  adverse  events  to  FDA  and 
requires  manufacturers  to  use 
established  names  for  cigarettes  and 
smokeless  tobacco.  The  final  rule  also 
requires  manufacturers,  distributors, 
and  retailers  to  observe  certain  format 
and  content  requirements  for  labeling 
and  advertising,  and  requires 
manufacturers,  distributors,  and 
retailers  to  notify  FDA  if  they  intend  to 
use  an  advertising  medium  ffiat  is  not 
listed  in  the  regulations. 

Description  of  Respondents: 
Businesses. 


Table  17.~Estimatecl  Annual  Reporting  and  Disclosure  Burden 
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The  1995  proposed  rule  provided  a 
90-day  comment  period  (extended  to 
144  days  in  the  Federal  Register  of 
October  16, 1995,  60  FR  53560).  As 
discussed  previously,  the  revised 
burden  hour  estimates  in  the  final  rule 
are  based  partially  on  comments 
received. 

The  information  collection  provisions 
in  the  proposed  rule  were  approved 
under  0MB  no.  0910-0312.  Because  of 
changes  made  since  the  proposed  rule, 
FDA  has  submitted  the  information 
collection  provisions  of  the  final  rule  to 
OMB  for  review.  Prior  to  the  effective 
date  of  this  final  rule,  FDA  will  publish 
a  notice  in  the  Federal  Register  of 
OMB’s  decision  to  approve,  modify,  or 
disapprove  the  information  collection 
provisions  in  the  final  rule. 

XVn.  Congressional  Review 

This  final  rule  has  been  determined  to 
be  a  major  rule  for  purposes  of  5  U.S.C. 
801  et  seq..  Subtitle  E  of  the  Small 
Business  Regulatory  Enforcement 
Fairness  Act  of  1996  (Pub.  L.  104-121). 
FDA  is  submitting  the  information  and 
reports  as  required  by  that  statute. 

List  of  Subjects 
21  CFR  Part  801 

Labeling,  Medical  devices.  Reporting 
and  recordkeeping  requirements. 

21  CFR  Part  803 

Imports,  Medical  devices.  Reporting 
and  recordkeeping  requirements. 

21  CFR  Part  804 

Imports,  Medical  devices.  Reporting 
and  recordkeeping  requirements. 

21  CFR  Part  807 

Confidential  business  information. 
Imports,  Medical  devices.  Reporting  and 
recordkeeping  requirements. 

21  CFR  Part  820 

Medical  devices.  Reporting  and 
recordkeeping  requirements. 

21  CFR  Part  897 

Advertising,  Cigarettes,  Labeling,  Sale 
and  distribution.  Smokeless  tobacco. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  vmder 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs,  21  CFR  parts  801, 
803,  804,  807,  and  820  are  amended  and 
a  new  part  897  is  added  as  follows: 

PART  801— LABELING 

1.  The  authority  citation  for  21  CFR 
pent  801  continues  to  read  as  follows: 

Audiority:  Secs.  201,  301,  501,  502,  507, 
519,  520,  701,  704  of  the  Federal  Food,  Drug, 


and  Cosmetic  Act  (21  U.S.C.  321,  331,  351, 
352,  357,  360i,  360j,  371,  374). 

2.  Section  801.126  is  added  to  subpart 
D  to  read  as  follows: 

§  801 .126  Exemptions  for  cigarettes  and 
smokeiess  tobacco. 

Cigarettes  and  smokeless  tobacco  as 
defined  in  part  897  of  this  chapter  are 
exempt  from  section  502(f)(1)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 

PART  808— MEDICAL  DEVICE 
REPORTING 

3.  The  authority  citation  for  21  CFR 
part  803  continues  to  read  as  follows: 

Authority:  Secs.  502,  510,  519,  520,  701, 

704  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  352,  360,  360i,  360j.  371,  374). 

4.  Section  803.19  is  amended  by 
adding  new  paragraphs  (f)  and  (g)  to 
read  as  follows: 

§  803.1 9  Exemptions,  variances,  and 
aitemative  reporting  requirements. 

*  *  *  *  * 

(f)  Manufacturers  as  defrned  in  part 
897  of  this  chapter  shall  submit  medical 
device  reports  concerning  cigarettes  and 
smokeless  tobacco  imder  this  part  only 
for  serious  adverse  events  that  are  not 
well-known  or  well-documented  by  the 
scientific  community,  including  events 
related  to  contamination,  or  a  change  in 
any  ingredient  or  any  manufacturing 
process. 

(g)  User  facilities  are  exempt  from 
submitting  medical  device  reports 
concerning  cigarettes  and  smokeless 
tobacco  under  this  part. 

PART  804— MEDICAL  DEVICE 
DISTRIBUTOR  REPORTING 

5.  The  authority  citation  for  21  CFR 
part  804  continues  to  read  as  follows: 

Authority:  Secs.  502,  510,  519,  520,  701, 
704  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  U.S.C.  352,  360,  360i.  360),  371,  374). 

6.  Section  804.25  is  amended  by 
adding  a  new  paragraph  (c)  to  read  as 
follows: 

§  804.25  Reports  by  distributors. 

■k  It  it  *  It 

(c)  Distributors  as  defined  in  part  897 
of  this  chapter  shall  submit  medical 
device  reports  concerning  cigarettes  and 
smokeless  tobacco  under  this  part  only 
for  adverse  events  related  to 
contamination. 


PART  807— ESTABLISHMENT 
REGISTRATION  AND  DEVICE  LISTING 
FOR  MANUFACTURERS  AND 
DISTRIBUTORS  OF  DEVICES 

7.  The  authority  citation  for  21  CFR 
part  807  continues  to  read  as  follows: 

Authority:  Secs.  301,  501,  502,  510,  513, 

515,  519, 520,  701,  704  of  the  Federal  Food, 
Drug,  and  Ck)smetic  Act  (21  U.S.C.  331, 351, 
352,  360,  360c,  360e,  360i,  360j,  371,  374). 

8.  Section  807.65  is  amended  by 
adding  a  new  paragraph  (j)  to  read  as 
follows: 

§  807.65  Exemptions  for  device 
establishments. 

***** 

(j)  Distributors  of  cigarettes  or 
smokeless  tobacco  as  defined  in  part 
897  of  this  chapter. 

PART  820— GOOD  MANUFACTURING 
PRACTICE  FOR  MEDICAL  DEVICES: 
GENERAL 

9.  The  authority  citation  for  21  CFR 
part  820  continues  to  read  as  follows: 

Authority:  Secs.  501,  502,  515,  518,  519, 
520,  701,  704  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C  351,  352,  360e,  360h, 
360i,  360j,  371,  374). 

10.  Section  820.1  is  amended  by 
adding  and  reserving  new  paragraph  (e) 
and  adding  new  paragraph  (f)  to  read  as 
follows: 

§820.1  Scope. 

***** 

(e)  (Reserved) 

(f)  This  part  does  not  apply  to 
distributors  of  cigarettes  or  smokeless 
tobacco  as  deflned  in  part  897  of  this 
chapter. 

11.  New  part  897  is  added  to  read  as 
follows: 

PART  8S7— CIGARETTES  AND 
SMOKELESS  TOBACCO 

Subpart  A— General  Provisions 

Sm 

897.1  Scope. 

897.2  Purpose. 

897.3  Definitions. 

Subpart  B — Prohibition  of  Sale  and 
Distribution  to  Persons  Younger  Than  18 
Years  of  Age 

897.10  General  responsibilities  of 
manufacturers,  distributors,  and 
retailers. 

897.12  Additional  responsibilities  of 
manufacturers. 

897.14  Additional  responsibilities  of 
retailers. 

897.16  Conditions  of  manufacture,  sale,  and 
distribution. 
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Subpart  C— Labels 

897.24  Established  names  for  cigarettes  and 
smokeless  tobacco. 

897.25  Statement  of  intended  use  and  age 
restriction. 

Subpart  D— Labeling  and  Advertising 

897.30  Scope  of  permissible  forms  of 
labeling  and  advertising. 

897.32  Format  and  content  requirements  for 
labeling  and  advertising. 

897.34  Sale  and  distribution  of  nontobacco 
items  and  services,  gills,  and 
sponsorship  of  events. 

Authority:  Secs.  502,  510,  518,  519,  520, 
701,  704,  903  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  352,  360,  360h,  360i, 
360j,  371,  374,  393). 

Subpart  A— General  Provisions 
§897.1  Scope. 

(a)  This  part  sets  out  the  restrictions 
under  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (the  act)  on  the  sale, 
distribution,  and  use  of  cigarettes  and 
smokeless  tobacco  that  contain  nicotine. 

(b)  The  failure  to  comply  with  any 
applicable  provision  in  this  part  in  the 
sale,  distribution,  and  use  of  cigarettes 
and  smokeless  tobacco  renders  the 
product  misbranded  under  the  act. 

(c)  References  in  this  part  to 
regulatory  sections  of  the  Code  of 
Federal  Regulations^are  to  chapter  I  of 
Title  21,  imless  otherwise  noted. 

§897.2  Purpose. 

The  purpose  of  this  part  is  to  establish 
restrictions  on  the  sale,  distribution,  and 
use  of  cigarettes  and  smokeless  tobacco 
in  order  to  reduce  the  number  of 
children  and  adolescents  who  use  these 
products,  and  to  reduce  the  life- 
threatening  consequences  associated 
with  tobacco  use. 

§897.3  Dei^initions. 

(a)  Cigarette  means  any  product 
which  contains  nicotine,  is  intended  to 
be  burned  under  ordinary  conditions  of 
use,  and  consists  of: 

(1)  Any  roll  of  tobacco  wrapped  in 
paper  or  in  any  substance  not 
containing  tobacco;  or 

(2)  Any  roll  of  tobacco  wrapped  in 
any  substance  containing  tobacco 
which,  because  of  its  appearance,  the 
type  of  tobacco  used  in  Ae  filler,  or  its 
packaging  and  labeling,  is  likely  to  be 
offered  to,  or  purchased  by,  consumers 
as  a  cigarette  described  in  paragraph 
la)(1.1  of  this  section. 

(b)  Cigarette  tobacco  means  any 
^product  that  consists  of  loose  tobacco 

that  contains  or  delivers  nicotine  and  is 
intended  for  use  by  consumers  in  a 
cigarette.  TJnless  otherwise  stated,  the 


requirements  pertaining  to  cigarettes 
shall  also  apply  to  cigarette  tobacco. 

(c)  Distributor  means  any  person  who 
furthers  the  distribution  of  cigarettes  or 
smokeless  tobacco,  whether  domestic  or 
imported,  at  any  point  from  the  original 
place  of  manufacture  to  the  person  who 
sells  or  distributes  the  product  to 
individuals  for  personal  consumption. 
Common  carriers  are  not  considered 
distributors  fur  the  purposes  of  this  part. 

(d)  Manufacturer  meesis  any  person, 
including  any  repacker  and/or  relabeler, 
who  manufactures,  fabricates, 
assembles,  processes,  or  labels  a 
finished  cigarette  or  smokeless  tobacco 
product. 

(e)  Nicotine  means  the  chemical 
substance  named  3-(l-Methyl-2- 
pyrrolidinyl)pyridine  or  Ci(dIi4N2, 
including  any  salt  or  complex  of 
nicotine. 

(f)  Package  means  a  pack,  box,  carton, 
or  container  of  any  kind  in  which 
cigarettes  or  smokeless  tobacco  are 
offered  for  sale,  sold,  or  otherwise 
distributed  to  consumers. 

(g)  Point  of  sale  means  any  location  at 
which  a  consumer  can  purchase  or 
otherwise  obtain  cigarettes  or  smokeless 
tobacco  for  personal  consumption. 

(h)  Retailer  means  any  person  who 
sells  cigarettes  or  smokeless  tobacco  fo 
individuals  for  personal  consumption, 
or  who  operates  a  facility  where 
vending  machines  or  self-service 
displays  are  permitted  imder  this  part. 

(i)  Smokeless  tobacco  means  any 
product  that  consists  of  cut,  grmmd, 
powdered,  or  leaf  tobacco  that  contains 
nicotine  and  that  is  intended  to  be 
placed  in  the  oral  cavity. 

Subpart  B — Prohibition  of  Saie  and 
Distribution  to  Persons  Younger  Than 
18  Years  of  Age 

§897.10  General  responsibilities  of 
manufacturers,  distributors,  and  retailers. 

Each  manufacturer,  distributor,  and 
retailer  is  responsible  for  ensuring  that 
the  cigarettes  or  smokeless  tobacco  it 
manufactures^  labels,  advertises, 
packages,  distributes,  sells,  or  otherwise 
holds  for  sale  comply  with  all 
applicable  requirements  under  this  part. 

§  897.1 2  Additional  responsibilities  of 
manufacturers. 

In  addition  to  the  other 
responsibilities  under  this  part,  each 
manufacturer  shall  remove  from  each 
point  of  sale  all  self-service  displays, 
advertising,  labeling,  and  other  items 
that  the  manufacturer  owns  that  do  not 
comply  with  the  requirements  under 
this  part. 


§  897.14  Additional  responsibilities  of 
retailers. 

In  addition  to  the  other  requirements 
under  this  part,  each  retailer  is 
responsible  for  ensuring  that  all  sales  of 
cigarettes  or  smokeless  tobacco  to  any 
person  comply  with  the  following 
requirements: 

(a)  No  retailer  may  sell  cigarettes  or 
smokeless  tobacco  to  any  person 
younger  than  18  years  of  age; 

(b) (1)  Except  as  otherwise  provided  in 
§  897.16(c)(2)(i)  and  in  paragraph  (b)(2) 
of  this  section,  each  retailer  shall  verify 
by  means  of  photographic  identification 
containing  the  bearer’s  date  of  birth  that 
no  person  purchasing  the  product  is 
younger  than  18  years  of  age; 

(2)  No  such  verification  is  required  for 
any  person  over  the  age  of  26; 

(c)  Except  as  otherwise  provided  in 
§  897.16(c)(2)(ii),  a  retailer  may  sell 
cigarettes  or  smokeless  tobacco  only  in 
a  direct,  face-to-face  exchange  without 
the  assistance  of  any  electronic  or 
mechanical  device  (such  as  a  vending 
machine); 

(d)  No  retailer  may  break  or  otherwise 
open  any  cigeu«tte  or  smokeless  tobacco 
package  to  sell  or  distribute  individual 
cigarettes  or  a  number  of  unpackaged 
cigarettes  that  is  smaller  than  the 
quantity  in  the  minimum  cigarette 
package  size  defined  in  §  897.16(b),  or 
any  quantity  of  cigarette  tobacco  or 
smokeless  tobacco  that  is  smaller  than 
the  smallest  package  distributed  by  the 
manufacturer  for  individual  consumer 
use;  and 

(e)  Each  retailer  shall  ensure  that  all 
self-service  displays,  advertising, 
labeling,  and  other  items,  that  are 
located  in  the  retailer’s  establishment 
and  that  do  not  comply  with  the 
requirements  of  this  part,  are  removed 
or  are  brought  into  compliance  with  the 
requirements  under  this  part. 

§  897.1 6  Conditions  of  manufacture,  sale, 
and  distribution. 

(a)  Restriction  on  product  names.  A 
manufacturer  shall  not  use  a  trade  or 
brand  name  of  a  nontobacco  product  as 
the  trade  or  brand  name  for  a  cigarette 
or  smokeless  tobacco  product,  except  for 
a  tobacco  product  whose  trade  or  brand 
name  was  on  both  a  tobacco  product 
emd  a  nontobacco  product  that  were 
sold  in  the  United  States  on  January  1, 
1995. 

(b)  Minimum  cigarette  package  size. 
Except  as  otherwise  provided  under  this 
section,  no  manufacturer,  distributor,  or 
retailer  may  sell  or  cause  to  be  sold,  or 
distribute  or  cause  to  be  distributed,  any 
cigarette  package  that  contains  fewer 
than  20  cigarettes. 
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(c)  Vending  machines,  self-service 
displays,  mail-order  sales,  and  other 
“impersonal”  modes  of  sale.  (1)  Except 
as  otherwise  provided  under  this 
section,  a  retailer  may  sell  cigarettes  and 
smokeless  tobacco  only  in  a  direct,  face- 
to-face  exchange  between  the  retailer 
and  the  consumer.  Examples  of  methods 
of  sale  that  are  not  permitted  include 
vending  machines  and  self-service 
displays. 

(2)  Exceptions.  The  following 
methods  of  sale  are  permitted: 

(i)  Mail-order  sales,  excluding  mail¬ 
order  redemption  of  coupons  and 
distribution  of  free  samples  through  the 
mail;  and 

(ii)  Vending  machines  (including 
vending  machines  that  sell  packaged, 
single  cigarettes)  and  self-service 
displays  that  are  located  in  facilities 
where  the  retailer  ensures  that  no 
person  younger  than  18  years  of  age  is 
present,  or  permitted  to  enter,  at  any 
time. 

(d)  Free  samples.  No  manufacturer, 
distributor,  or  retailer  may  distribute  or 
cause  to  be  distributed  any  free  samples 
of  cigarettes  or  smokeless  tobacco. 

(e)  Restrictions  on  labels,  labeling, 
and  advertising.  No  manufacturer, 
distributor,  or  retailer  may  sell  or 
distribute,  or  cause  to  be  sold  or 
distributed,  cigarettes  or  smokeless 
tobacco  with  labels,  labeling,  or 
advertising  not  in  compliance  with 
subparts  C  and  D  of  this  part,  and  other 
applicable  requirements. 

Subpart  C — Labels 

§  897.24  Established  names  for  cigarettes 
and  smokeless  tobacco. 

Each  cigarette  or  smokeless  tobacco 
package  shall  bear,  as  provided  in 
section  502  of  the  act,  the  following 
established  name:  “Cigarettes”, 
“Cigarette  Tobacco”,  “Loose  Leaf 
Chewing  Tobacco”,  “Plug  Chewing 
Tobacco”,  “Twist  Chewing  Tobacco”, 
“Moist  Snuff’,  or  “Dry  Snuff”, 
whichever  name  is  appropriate. 

§  897.25  Statement  of  Intended  use  and 
age  restriction. 

Each  cigarette  or  smokeless  tobacco 
package,  that  is  offered  for  sale,  sold,  or 
otherwise  distributed  shall  bear  the 
following  statement:  “Nicotine-Delivery 
Device  for  Pe.'sons  18  or  Older”. 

Subpart  D — Labeling  and  Advertising 

§  897.30  Scope  of  permissible  forms  of 
labeling  and  advertising. 

(a)(1)  A  manufacturer,  distributor,  or 
retailer  may,  in  accordance  with  this 
subpart  D,  disseminate  or  cause  to  be 


disseminated  advertising  or  labeling 
which  bears  a  cigarette  or  smokeless 
tobacco  brand  name  (alone  or  in 
conjunction  with  any  other  word)  or  any 
other  indicia  of  tobacco  product 
identification,  in  newspapers;  in 
magazines;  in  periodicals  or  other 
publications  (whether  periodic  or 
limited  distribution);  on  billboards, 
posters,  and  placards;  in  nonpoint-of- 
sale  promotional  material  (including 
direct  mail);  in  point-of-sale 
promotional  material;  and  in  audio  or 
video  formats  delivered  at  a  point-of- 
sale. 

(2)  A  manufacturer,  distributor,  or 
retailer  intending  to  disseminate,  or  to 
cause  to  be  disseminated,  advertising  or 
labeling  for  cigarettes  or  smokeless 
tobacco  in  a  medium  that  is  not  listed 
in  paragraph  (a)(1)  of  this  section,  shall 
notify  the  agency  30  days  prior  to  the 
use  of  such  medium.  The  notice  shall 
describe  the  medium  and  discuss  the 
extent  to  which  the  advertising  or 
labeling  may  be  seen  by  persons 
younger  than  18  years  of  age.  The 
manufacturer,  distributor,  or  retailer 
shall  send  this  notice  to  the  Division  of 
Drug  Marketing,  Advertising,  and 
Commimications,  5600  Fishers  Lane 
(HFD-40),  rm.  17B-20,  Rockville,  MD 
20857. 

(b)  No  outdoor  advertising  for 
cigarettes  or  smokeless  tobacco, 
including  billboards,  posters,  or 
placards,  may  be  placed  within  1,000 
feet  of  the  perimeter  of  any  public 
playground  or  playground  area  in  a 
public  park  (e.g.,  a  public  park  with 
equipment  such  as  swings  and  seesaws, 
baseball  diamonds,  or  basketball  courts), 
elementary  school,  or  secondary  school. 

(c)  This  subpart  D  does  not  apply  to 
cigarette  or  smokeless  tobacco  package 
labels. 

§  897.32  Format  and  content  requirements 
for  labeling  and  advertising. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section,  each  manufacturer, 
distributor,  and  retailer  advertising  or 
causing  to  be  advertised,  disseminating 
or  causing  to  be  disseminated,  any 
labeling  or  advertising  for  cigarettes  or 
smokeless  tobacco  shall  use  only  black 
text  on  a  white  background.  This  section 
does  not  apply  to  advertising: 

(1)  In  any  facility  where  vending 
machines  and  self-  service  displays  are 
permitted  under  this  part,  provided  tliat 
the  advertising  is  not  visible  from 
outside  the  facility  and  that  it  is  affixed 
to  a  wall  or  fixture  in  the  facility;  or 

(2)  Appearing  in  any  publication 
(whether  periodic  or  limited 
distribution)  that  the  manufacturer. 


distributor,  or  retailer  demonstrates  is 
an  adult  publication.  For  the  purposes 
of  this  section,  an  adult  publication  is 
a  newspaper,  magazine,  periodical,  or 
other  publication: 

(i)  Whose  readers  younger  than  18 
years  of  age  constitute  15  percent  or  less 
of  the  total  readership  as  measured  by 
competent  and  reliable  survey  evidence; 
and 

(ii)  That  is  read  by  fewer  than  2 
million  persons  younger  than  18  years 
of  age  as  measured  by  competent  and 
reliable  survey  evidence. 

(b)  I.abeling  and  advertising  in  an 
audio  or  video  format  shall  be  limited 
as  follows: 

(1)  Audio  format  shall  be  limited  to 
words  only  with  no  music  or  sound 
effects. 

(2)  Video  formats  shall  be  limited  to 
static  black  text  only  on  a  white 
background.  Any  audio  with  the  video 
shall  be  limited  to  words  only  with  no 
music  or  sound  effects. 

(c)  Each  manufacturer,  distributor, 
and  retailer  advertising  or  causing  to  be 
advertised,  disseminating  or  causing  to 
be  disseminated,  advertising  permitted 
under  this  subpart  D,  shall  include,  as 
provided  in  section  502  of  the  act,  the 
product’s  established  name  and  a 
statement  of  its  intended  use  as  follows: 
“Cigarettes — A  Nicotine-Delivery  Device 
for  Persons  18  or  Older”,  “Cigarette 
Tobacco — A  Nicotine-Delivery  Device 
for  Persons  18  or  Older”,  or  “Loose  Leaf 
Chewing  Tobacco”,  “Plug  Chewing 
Tobacco”,  “Twist  Chewing  Tobacco”, 
“Moist  Snuff’  or  “Dry  Snuff’, 
whichever  is  appropriate  for  the 
product,  followed  by  the  words  “A 
Nicotine-Delivery  Device  for  Persons  18 
or  Older”. 

§  897.34  Sale  and  distribution  of 
nontobacco  items  and  services,  gifts,  and 
sponsorship  of  events. 

(a)  No  manufacturer  and  no 
distributor  of  imported  cigarettes  or 
smokeless  tobacco  may  market,  license, 
distribute,  sell,  or  cause  to  be  marketed, 
licensed,  distributed,  or  sold  any  item 
(other  than  cigarettes  or  smokeless 
tobacco)  or  service,  which  bears  the 
brand  name  (alone  or  in  conjunction 
with  any  other  word),  logo,  symbol, 
motto,  selling  message,  recognizable 
color  or  pattern  of  colors,  or  any  other 
indicia  of  product  identification 
identical  or  similar  to,  or  identifiable 
with,  those  used  for  any  brand  of 
cigarettes  or  smokeless  tobacco. 

(b)  No  manufacturer,  distributor,  or 
retailer  may  offer  or  cause  to  be  offered 
any  gift  or  item  (other  then  cigarettes  or 
smokeless  tobacco)  to  any  person 
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purchasing  cigarettes  or  smokeless 
tobacco  in  consideration  of  the  purchase 
thereof,  or  to  any  person  in 
consideration  of  furnishing  evidence, 
such  as  credits,  proofs-of-purchase,  or 
coupons,  of  such  a  purchase. 

(c)  No  manufacturer,  distributor,  or 
retailer  may  sponsor  or  cause  to  be 
sponsored  any  athletic,  musical,  artistic, 
or  other  social  or  cultural  event,  or  any 
entry  or  team  in  any  event,  in  the  brand 
name  (alone  or  in  conjunction  with  any 
other  word),  logo,  symbol,  motto,  selling 
message,  recognizable  color  or  pattern  of 
colors,  or  any  other  indicia  of  product 
identification  identical  or  similar  to,  or 
identifiable  with,  those  used  for  any 


brand  of  cigarettes  or  smokeless  tobacco. 
Nothing  in  this  paragraph  prevents  a 
manufacturer,  distributor,  or  retailer 
from  sponsoring  or  causing  to  be 
sponsored  any  athletic,  musical,  artistic, 
or  other  social  or  cultural  event,  or  team 
or  entry,  in  the  name  of  the  corporation 
which  manufactures  the  tobacco 
product,  provided  that  both  the 
corporate  name  and  the  corporation 
were  registered  and  in  use  in  the  United 
States  prior  to  January  1, 1.995,  and  that 
the  corporate  name  does  not  include 
any  brand  name  (alone  or  in 
conjimction  with  any  other  word),  logo, 
symbol,  motto,  selling  message, 
recognizable  color  or  pattern  of  colors. 


or  any  other  indicia  of  product 
identification  identical  or  similar  to.  or 
identifiable  with,  those  used  for  any 
brand  of  cigarettes  or  smokeless  tobacco. 

Dated:  August  22, 1996. 

William  B.  Schultz, 

Deputy  Commissioner  for  Policy. 

David  A.  Kessler, 

Commissioner  of  Food  and  Drugs. 

Donna  E.  Shalala, 

Secretary  of  Health  and  Human  Services. 

NOTE:  The  following  Annex  will  not 
appear  in  the  Code  of  Federal  Regulations. 
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